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EXECUTIVE SUMMARY!

The question of an American public health crisisas “if,” but “when.” Accordingly, federal,
state, and local governments have worked diligetdlynstitute preparedness mechanisms to
address a pandemic. This report seeks to presemtaduation of the Department of Health and
Human Services and Centers for Disease ControlPaedention’s Strategic National Stockpile
as well as other relevant mechanisms to accuratedynine whether America is truly ready to
respond to a public health emergency.

Included in “Are We Ready?” is a full-scale scenaportraying how the many levels of
preparedness mechanisms interact, both positivedyreegatively. By presenting the research
through both a policy-based and applied stancs, ridport presents the many policy facets
involved in public health readiness while detailitigeir courses of action and working
relationships in a larger incident.

As this report proves, the current preparedneshamsms address many of the emerging public
health threats. Advanced planning through natistr@tegies combined with federal, state and
local level coordination of many capable systensdteengthened the ability of the government
to withstand many health-related incidents. Yeeramination of these mechanisms in practical
terms exposes overlaps in management jurisdictiomsfusion in decision making situations,
and lack of full capacity in supply distributiondamfrastructures, and illuminates many of the
shortcomings in our full preparedness capabilift. the center of such practical shortcomings
are the current planning redundancies present, hwbmmpound on the decision making
confusion and seem to exist completely indepenaéndach other, lacking coordination or
information-sharing mechanisms. Our research stswed that while such an abundance of
strategies with overlapping jurisdictions and taskgst, there is a lack of focus on how
information travels through the government to tighast levels of the administration, including
to the President himself. Furthermore, such améxation as the one found in this report can
only begin to fully grasp the larger working inadagies that will play out in each unique crisis
situation.

It is important to note at the outset that as witiny preparedness examinations, the levels of
unpredictable variables such as levels of paniditgato absenteeism of crucial infrastructure

personnel, only further exacerbate an incident;dgeso at an undeterminable level. Again, as
the aforementioned states, the analysis of a gaased situation through practical scenario

portrayed here cannot fully predict how such vdaalwill fully be impacted in individual crises.

The recommendations of this report address three ca@egories of public health preparedness:
federal decision making and distribution mechanjsstate and local decision making and
distribution mechanisms, and vaccines. Many ofsegheecommendations address specific
shortcomings in current policies and warrant furtheion to rectify the noted limitations.

! This report was prepared as part of the MPA Workshoggaired capstone course in the Master of Public
Administration program at The Maxwell School of Citizensdigl Public Affairs. William C. Banks, Professor of
Law and Public Administration and Director of the Ins#tfdr National Security and Counterterrorism at Syracuse
University provided direction and supervision.



RECOMMENDATIONS
Federal Decision Making and Distribution of SNS Assets

The federal decision making process and distrilbbusigstems are a key element to effectively
and rapidly responding to a crisis and deployingsSBisources. However, both components of
federal responsibility have their shortcomings. eTack of clarity in public health response
structures may lead to competition between the Beywat of Homeland Security (DHS) and
the Department of Health and Human Services (HHSYitect the federal response. This
competition for lead agency designation could umilee the federal government’s leadership
during a public health crisis and with the disttibn of Strategic National Stockpile (SNS)
assets. The various regimes for requesting fedhelpl and the difficulty of cabinet agencies to
lead the response may cause confusion on how tainobind distribute the SNS supplies.
Importantly, the respective agencies, including @enters for Disease Control and Prevention
(CDC), and HHS have faced only regional healthesrisf limited duration such as the response
to Hurricane Katrina. They lack the experiencdeading and collaborating with other federal
agencies to counter a national health crisis afiBg@nt duration.

As the federal government prepares for a publidtheaisis, it must delineate the authorities of
federal agencies leading the response and ensatehé decision making process does not
impair the ability to distribute medical assets.rtRermore, in the event of a nation wide

emergency, two central problems with the federatritiution systems emerge: an un-

standardized tracking system and disrupted mulhtpdelivery inconsistent from the federal to

local level. The first six recommendations speeify address these shortcomings of federal
responsibility for decision making and distribution

Our first recommendation isto ensure a clear and comprehensive process for governorsto
request assets from the Strategic National Stockpile. The number of plans and overlapping
legislative jurisdictions may lead to confusion @mvernors when requesting assistance. At the
same time, governors may also be requesting non-féd&al support. The plans should be
clear and consistent on where to obtain HHS assets.

Our second recommendation is to maintain clear lines of authority over who can plan for

and deploy assets during an emergency. The numerous plans may lead to competition
between HHS and DHS over the public health respomse nationwide crisis. DHS and its

subordinate agencies should maintain unambiguotioaty to plan for the purchase, logistics

and deployment of SNS assets which is consistahtepidemiological intelligence.

Our third recommendation is to conduct a confidential review of HHS, CDC, and SNS
ability to prioritize assets around the country. While responsive to localized incidents, such
as September 11 and Hurricane Katrina, the SNSrgmodas never faced a crisis of large
proportion and duration which will require strategplanning to mitigate the spread of a
pandemic. The review should investigate whetherSNS has the capacity to handle a crisis
that large, the ability to prioritize response dimel capability to advise the Secretary of HHS and
the President in response to the crisis.



Our fourth recommendation isto use RFID to track delivery and distribution of SNS and
VMI materials. RFID (radio frequency identification devices) sispaper-like tags to
electronically store and receive product data. yTlean be attached to or incorporated into a
product such as a carton of pharmaceutical®FID will allow for real-time electronic tracking
of the Push Packages, VMI materials, and CHEMPACKS8eed, “moving forward supplies
received under emergency conditions must not beehnéd by inventory control paperwork” or
rely heavily on individual labot. Local authorities should begin incorporating RFio their
RSS operations as soon as possible. Also, “the Bh&uld provide a prototype software
module to utilize RFID” at the state and local llsve expediting the national progress to
automatiort.

Our fifth recommendation is to conduct a multi-point SNS delivery exercise. CDC has
conducted single point exercise in the past, whintulated the delivery of one Push Package to
a single location. As a result, there is no aw@anformation on the federal capability to
simultaneously deliver multiple SNS Push Packages \@MI assets to the same region. A
multi-point delivery exercise would provide a cafigbassessment for a multi-point event.

Our sixth recommendation isto increase funding for state and local preparednesstraining

to manage SNS assets. Efforts such as the Cities Readiness Initiatil@&I) help raise local
awareness of federal emergency management progrdrms. more state and local agencies
practice working with these programs, the moreinauthey become and the more prepared they
will be when they need to request SNS materiehteStand local governments need more federal
funding to carry out local preparedness trainimgl expand the programs under the CRI.

State and Local Decision Making and Distribution of SNS Assets

Ultimately, the effectiveness of a federal respotts@ medical emergency depends upon the
preparedness at the community level. The locahloifify to handle incoming federal assets,
operate effectively with neighboring communitiesddully utilize an unspecified business and
citizen volunteer base is key to an effective looagponse plan. Many state and local
governments have worked extensively to improvertbeaiergency preparedness following the
devastation of Hurricane Katrina. Through progrdike the Cities Readiness Initiative (CRI),
the CDC is being proactive by educating state andllofficials about assets available for their
local communities through the SNS programs. SNffam Coordinators are heavily involved
in providing SNS training exercises, coordinatinghwpandemic flu state summits, and other
emergency preparedness activities. Moreover, sstiates established initiatives to garner a
volunteer base with the hope of producing a skillesponse force prior to the actual crisis.
However, more needs to be done.

2 Belson, David. “Storage, Distribution and Dispensifiyledical Supplies.” Online Posting. 12 April 2003.
Center for Risk and Economic Analysis of Terrorism Evedtsversity of Southern California.
:http://www.usc.edu/dept/create/reports/Med_SuppIies_R_e@ptdb.

Id.
“ Belson, David. “Storage, Distribution and Dispensifiyledical Supplies.” Online Posting. 12 April 2003.
Center for Risk and Economic Analysis of Terrorism Evddtsversity of Southern California.
<http://www.usc.edu/dept/create/reports/Med_Supplies_Repopdf>.



Despite these tremendous efforts, state and loeglpedness varies across the nation and many
smaller or rural communities lack any preparedrm@asning at all. A recent report from the
Department of Homeland Securityation-wide Plan Review: Phase Two Repacknowledges

the variance and numerous shortcomings that mubketaddressed. While they found more
planning initiatives and general movement in tightidirection, there was significant concern
over the current status of most community pfansThe following five recommendations
prescribe possible methods to enhance the plarpriocess, and consequently state and local
emergency response.

Our seventh recommendation isto clarify ownership and liability concernsfor sharing SNS
assets among states and across communities. Both the U.S. government and individual states
must be proactive in addressing legal issues bedocesis hits. The CDC should spell out
exactly who is legally liable for SNS assets ifytrae transferred between states. At the state
level, the Emergency Management Assistance Conm(EaAC) provides states with sample
legislation and other resources for streamlininguauaid. All states should ensure that they
have such legislation in place and that it is ipooated into their emergency response plans.

Our eighth recommendation isto streamline and clarify procedures for sharing SNS assets
among states. The most recent draft of the CDC’s Preparednegislé&sdoes not give clear
guidance for dealing with questions related to msilite coordination. In a nationwide
emergency it will be imperative that states aree abl distribute SNS assets quickly to other
states to meet rapidly changing priorities.

Our ninth recommendation is to encourage every community to have and practice an
emer gency preparedness plan. Communities and states that lack a comprehemsnargency
preparedness plan should immediately form a Taske~dedicated to the creation and practice
of such a plan. Following an intense simulateghoese (preferably including all local, state,
federal components) states should complete a 36federeview of the implementation to
determine where their plan is inadequate.

Our tenth recommendation isto arrange formal agreements with private business to assist

with the distribution of SNS assets. Each community possesses most of the necessary
infrastructure, both private and public sectorsdistribute the SNS assets. However, local
officials must first recognize and then formalibéstpartnership with the private business sector.
Using the guidelines and templates provided byfederal government, local officials can easily
arrange formal agreements with these private base®to include them in the local emergency
preparedness plan.

Our eleventh recommendation is for state and local governments to take more of an
initiative in recruiting volunteers before a public health emergency and/or terrorist
incident occurs. Due to the fact that the distribution of SNS asget the state and local level
relies heavily on volunteers, state and local comtres should solicit, train and assign to
specific roles in preparation for a response tolipuiealth crises. The state government and

® United States Department of Homeland Security in coopareiih the United States Department of
Transportation. Nationwide Plan Review: Phase 2 Refdditlune 2006.
<http://www.dhs.gov/interweb/assetlibrary/Prep_Natiore#hinReview.pdf>.




local communities cannot make the assumption tlodwnteers will be easily recruited and
organized during a national health emergency. @mnsas possible, states need to institute
necessary measures following the guidelines praviae the Centers for Disease Control and
Prevention. These include implementing “a stateinteer coordinator and staff; a recruitment
program that draws from appropriate community resesl and maintains accurate records on
potential volunteers; an effective training progréonall volunteers; a mechanism to regularly
exercise volunteers to maintain interest and $kilels; and an evaluation mechanism to assess
volunteer performance and program effectivenesse@st or post exercisé.”

Vaccines

Addressing the policy issues involved with the deei making and distribution structures of the
Strategic National Stockpile (SNS) can only streegtnational preparedness to a certain extent.
The United States must also take the initiative einsuring the adequacy of medical
countermeasures. It is clear that the preeminefiénde against a pandemic involving a
biological agent is intense doses of antibioticdi-@irals, or vaccination. However, it is alse@th
most complicated defense to attain. “A fully etfee vaccine cannot be developed until the
virus strain it must protect against has evolved la@en identified. And once developed, there
must be the production capacity to manufacture gnaaccine to protect the population.The
United States must work diligently to bolster tleeeine industry because its failure to do so has
become the main reason the nation is highly vublertéo a public health crisis. There are a
limited number of vaccine plants currently locaiadthe United States and their production
capacity is severely limited. The right steps heing taken in that “the U.S. has recently
announced a plan to provide incentives to industryswitch to modern vaccine production
methods.®? However, more needs to be done. For instana@easing vaccine production
capability is especially significant in the case pEndemic influenza. The United States is
inadequately prepared to produce enough dosesvat@ne, once the influenza virus strain is
identified, for all Americans in a reasonable periime.? The following recommendations help
to address this issue as well as concerns regarlitgity, regulatory flexibility, and
transparency.

Our twelfth recommendation is for the United States government to continue to reduce
liability for vaccine manufacturers and increase regulatory flexibility. The Department of
Health and Human Services (HHS) in coordinationhwithe Department of Justice (DOJ)
recently aided Congress in proposing legislatiomddress the problem of liability for vaccine
manufacturers. The PREP Act provides the vaccimustry with limited liability when
supplying vaccines during a declared public heatttergency® Additionally, “if a pandemic
occurs prior to licensure of a vaccine, the Food Bnug Administration (FDA) can use its

® Centers for Disease Control and Prevention Strategic Nataekpile Program. _Volunteers:
Where to find them; how to train them; and how to keemthehttps://www.orau.gov/snsnet/Volunteerism_2003-
07.htm#volunteerism>.
" United States Department of Health and Human Services.eRémélanning Update: A Report from Secretary
L\/Iichael O. Leavitt 13 March 2006. < http://www.pandemicflu.gov/pfaaf/panflu20060313.pdf>.

Id.
° Russert, Tim. Interview with Dr. Julie Gerberdingte®tor of the Centers for Disease Control and Preventin
November 2005. Meet the Press Transcrigtttp://www.msnbc.msn.com/id/10042399/>.
10 United States Department of Health and Human Services. Pin@lemning Update: A Report from Secretary
Michael O. Leavitt 13 March 2006. < http://www.pandemicflu.gov/pfadf/panflu20060313.pdf>.




Emergency Use Authorization authority to permit tlee of unapproved products if there is a
reasonable belief the products may be effectiveifatite benefits would outweigh the risks.”
However, despite these recent developments thattbfdiability still remains a “major obstacle
to developing a strong domestic vaccine industfy.”

Our thirteenth recommendation isfor the United States government to ensure that thereis

a market for the vaccines that are being developed. The BioShield Act designated funds to
stockpile vaccines for the purpose of responding tmological and chemical incident or other
public health emergency. These funds must contiole dedicated to securing vaccines for the
entire U.S. population in case of a pandemic imfageor other biological incident. These efforts
should be similar to what has already been accsimgdi in preparation for a response to a
smallpox outbreak. Most recently, HHS secured @esgjonal funding for, “the development of
a cell-based influenza vaccine, and expects to chadditional contracts for developing cell-
based vaccines this Sprinf.” Nevertheless, more efforts need to be made #atea in order
for the United States to be sufficiently equippeddspond to a pandemic.

Our fourteenth recommendation is for the United States to strengthen international
cooperation and global disease surveillance systems in an effort to increase transparency.

The first line of defense against a pandemic i§/efetection of the virus. “Early detection will
give the United States the opportunity to respem@ttempt containment and to quickly gain the
virus samples necessary for the development ofi@ pandemic vacciné® A network of
federal, state and local agencies should be ineptacbe able to diagnose the disease when
symptoms appear in patients submitted to hospatads public health care facilities. State and
local capabilities need to be strengthened to enthat measures can then be implemented to
help contain “the virus and reduce the spread loerable people in the populatiofr.”

Our fifteenth and final recommendation isto obligate state and local authoritiesto create a
supply chain management plan suited to their community. Disaster response plans are
purposefully initiated, implemented and resourcgdstate and local communities because they
are better suited than the federal governmentraxctly address and respond to the needs of their
constituents. Consequently, state and local afScmust be required to effectively plan the
complex transportation systems that will be neddatistribute vaccines and anti-virals that may
be required in an emergency situation. Contactilshioe initiated with private distribution and
logistics firms as either advisors or distributiggartners to assist with planning and
implementation.

1 United States Department of Health and Human Services. Penlemning Update: A Report from Secretary
Michael O. Leavitt 13 March 2006. < http://www.pandemicflu.gov/pladf/panflu20060313.pdf>.
12
Id.
Bd.
“d.
5 Russert, Tim. Interview with Dr. Julie GerberdingreBtor of the Centers for Disease Control and Prevention.
20 November 2005. Meet the Press Transcrgtittp://www.msnbc.msn.com/id/10042399/>.
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THE STRATEGIC NATIONAL STOCKPILE

The Centers for Disease Control and PreventionBGYCStrategic National Stockpile (SNS)
contains massive quantities of medicine and medigpplies to protect the American public in
the event of a public health emergency severe éntiugradicate local supplié%.The stockpile
“ensures the availability and rapid deployment @fdical assets and countermeasures to the site
of a terrorist attack or other national public fieatmergency?” It includes items such as
antibiotics, chemical antidotes, antitoxins, lifgpport medications, IV administration, and
ventilators'®

The SNS is not a first response tool, but rathsetasthat supplement state and local resources in
a public health crisis. “Once federal and locaghatities agree that the SNS is needed, medical
supplies will be delivered to any state in the BdiStates within twelve hours. Each state has
plans to receive and distribute SNS assets to fmramunities as quickly as possibf8.”

The main purpose of the SNS is to “address the ioggaroblem of threats from the intentional
release of smallpox, anthrax or plague, radioldfnoalear attacks, chemical attacks and other
threats such as an influenza panderfiicThe United States is equally vulnerable to alihafse
threats. Therefore, the government must refinedd@sion making and distribution processes
for SNS assets and to ensure that they are adetguaspond to both small-scale and large-scale
incidents.

History and Jurisdiction of the Strategic National Stockpile

In 1999, the U.S. Congress tasked the Departmehnteaith and Human Services (HHS) and
Centers for Disease Control and Prevention (CDC)Xh westablishing the National
Pharmaceutical Stockpile (NPS) that could “re-syplalrge quantities of essential medical
materiel to states and communities during an emmesgevithin twelve hours of a federal
decision to deploy® The responsibility of the NPS has rotated amoegel government
agencies leading to possible confusion over itdrobn Under the Homeland Security Act of
2002, Congress created the Department of Homelaodr®y (DHS), and charged them with the
responsibility for “defining the goals and performea requirements of the program, as well as
managing the actual deployment of assets” for t8 §rogram. Leadership shifted once again
in March 2003 when the National Pharmaceutical Igiibe program became the Strategic
National Stockpile program, under shared managenfahe departments of Homeland Security

16 Strategic National Stockpile Sitel4 April 2005. Centers for Disease Control and Paveand Department of
Health and Human Services. <http://www.bt.cdc.gov/stoeksil
17 Strategic National Stockpile Program SiRrogram Assessment 2005. U.S. Office of Management aitgeBu
<www.ExpectMore.gov>.
18 Strategic National Stockpile Sitel4 April 2005. Centers for Disease Control and Prasemnd Department of
lngalth and Human Services. <http://www.bt.cdc.gov/stoeksil

Id.
20 Strategic National Stockpile Program Siferogram Assessment 2005. U.S. Office of Management atgeBu
<www.ExpectMore.gov>.
2L Prior, Stephen. Report Commissioned by the Nationtdri3e University Center for Technology and National
Security Policy._Who You Gonna Call?: Responding to aibéédmergency with the Strategic National Stockpile
June 2004.




and Health and Human Services. Finally, the SNS mlaced in its current jurisdiction under
the Department of Health and Human ServiéesVe will discuss the decision making process
of how the SNS is deployed and details on how tinisdictional agencies exercise their control
in emergency situations in greater detail latehis report.

How will the United States Respond?

“We are not as prepared as we need to be. Wetterlepared today than we
were yesterday. We’'ll be better prepared tomorrout’s a continuum of
preparedness’®

Any future federal government response to a puidialth emergency must utilize the lessons
learned from Hurricane Katrina. The Select Bigami Committee to Investigate the Preparation
for the Response to Hurricane Katrina highlightsithportance of preventing competing federal
command-and-control systems from undermining aaesp by requiring a lead agency to take
command of operatiorfs. The sustained difficulty of prioritizing assetsdathe muiltiplicity of
plans will hinder the federal response.

Currently, the federal government has several Edesponse structures involving public health
crises:

* Homeland Security Presidential Directive — 5
o National Incident Management System
* The National Response Plan
o Emergency Support Function #8: Public Health andlibbd Services Annex
o0 Biological Incident Annex
* National Strategy for Pandemic Influenza: Impleraéinonh Plan
o0 Health and Human Services Strategy on Pandemigdnfa

Homeland Security Presidential Directive — 5

Under Homeland Security Presidential Directive (HSPD-5), the Secretary of the Department
of Homeland Security is the domestic incident managAs the domestic incident manager, the
Secretary of DHS will coordinate the overall fedeesponse to an incident in order to ensure
the continuity of our government, maintain civilder, preserve the functioning of society and
mitigate the consequences of an outbreak. Theetegrof DHS serves as the principal federal
official for overall domestic incident managemefit.”

22 strategic National Stockpile Sitel4 April 2005. Centers for Disease Control and Prisreand Department of
Health and Human Services. <http://www.bt.cdc.gov/stoeksil

Z Russert, Tim. Interview with Secretary of the Departroéhtealth and Human Services Michael Leavitt. 20
November 2005, Meet the Press Transcrigtttp://www.msnbc.msn.com/id/10042399/>.

24 Select Bipartisan Committee to Investigation the Preparfiicand Response to Hurricane Katrina. A Failure of
Initiative. 15 February 2006. <http://katrina.house.gov/fullrikat report.htm>.

% United States House of Representatives Committee on GoverReflemtn. _Statement by the Honorable Jeffrey
W. Runge, M.D., Acting Undersecretary for Science and Teolygaind Chief Medical Officer, U.S Department of
Homeland Security 11 May 2006. <http://www.dhs.gov/dhspublic/disfiaeme=45&content=5615>.




When issuingHomeland Security Presidential Directive + the President also directed the
Secretary of Homeland Security to create Naional Incident Management SystéNIMS).
Consistent with the purpose behind the creatiothefDepartment of Homeland Security as a
whole, NIMS is a coordination mechanism meant teashline many similar processes as well
as a method of distributing best practices andlestearned for planning purposes. NIMS was
created to provide, “a consistent national temptlateenable federal, state, local, and tribal
governments and private-sector and nongovernmergahizations to work together effectively
and efficiently to prepare for, respond to, preyesmd recover from domestic incidents,
regardless of cause, size, or complexity, includints of catastrophic terrorism.” The original
directive also called for the adoption of NIMS-bdseanagement and cooperation of federal
agencies at the outset with the added cooperafiarsther agencies including state and local
governments and nonprofit institutions to complythaihe system starting with their FY2005
assistancé®

At the heart of the NIMS structure are six basienponents: command and management,
preparedness, resource management, communicatidnsfarmation management, supporting
technologies, and ongoing management and maintenandost important to the overall
operation is the Incident Command System (ICS),ctvhivorks as a conduit for command
authority and information, ensuring consistencyoasrall levels of an operation. Furthermore,
the ICS integrates the planning and management“fatilities, equipment, personnel,
procedures, and communications,” to more aptly effidiently address both large and small-
scale incidents stemming from natural and manmasiaseers, in this case, including public
health crise$’

The National Response Plan

A public health emergency will require activatiom the National Response PlafNRP),
“especially if the first appearance of a diseaseims in the U.S. occurs in one or a few isolated
communities and an intense multi-party containneffart led by the federal government seems
feasible.?® There are two regimes under the NRP that wouldidesl in a nationwide health
emergency. The federal government may choosetigate the Emergency Support Function
#8: Public Health and Medical Services Annex (E8I éf the NRP. In doing so, HHS would
become the primary agency that “coordinates thevigian of federal health and medical
assistance to fulfill the requirements” identifiey state and local authoritiés.As for the assets
contained in the Strategic National Stockpile, tHRP declares HHS as the agency that
“evaluates state requests for deployment or préegiegent of the SNS based upon relevant
threat information® In addition, “HHS may request that DHS, DOD, oA {Department of
Veteran’s Affairs) provide medical equipment angglies, including medical, diagnostic, and

% United States Department of Homeland Security. NationaléntiManagement System: NIMS Documeht
March 2004. <http://www.fema.gov/pdf/emergency/nims/nides_full.pdf>.
27
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28 Our analysis found no changes in the Notice of Changfeetdlational Response Plan in regards to the public
health response.
United States Department of Homeland Security. Nationald®sspPlan: Biological Incident AnneXdecember
2004. <http://www.dhs.gov/dhspublic/interapp/editdeditorial_0566.xml>.
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radiation-emitting devices, pharmaceuticals, amalogical products in support of immediate
medical response operations and for restockingttheare facilities in an area affected by a
major disaster or emergency.”

On the other hand, thdational Response Placould also be activated under the Biological
Incident Annex. HHS will again take sole respoiiigybfor coordinating “the public health and
medical preparation for and response to a bioldgieaorism attack or naturally occurring
outbreak that results from either a known or nqaghogen, including an emerging infectious
disease® However, state and local governments are “prinaesponsible for detecting and
responding to disease outbreaks and implementirgsunes to minimize the health, social and
economic consequences of an outbreakThe state and local public health system is requi
to initiate appropriate measures to protect anplamd to the infected population with immediate
emphasis on first responders and health care wark@ihese procedures may include mass
vaccination or prophylaxis. “An overarching goalto develop, as early as possible in the
management of a biological incident, a dynamiconiized list of treatment recommendations
based on epidemiologic risk assessment and theodyiobf the disease/microorganism in
question, linked to the deployment of the SNS amrounicated to the general publi.”

National Strategy for Pandemic Influenza

The Homeland Security Council issuethe National Strategy for Pandemic Influenza:
Implementation Plan(NSPI: IP) in November 2005. The NSPI: IP dstdlie President’s
Homeland Security Advisor’s strategy. It reaffirthe National Response Plaand the role of
DHS in the overall coordination of the federal @spe. DHS will support HHS in the response
to the public health emergency and HHS is chargild the responsibility of, “maintenance,
prioritization, and distribution of countermeastireshe Strategic National Stockpil&”

The NSPI: IP is meant to “guide the preparednesdsrasponse to an influenza pandemic, with
the intent of (1) stopping, slowing or otherwismiting the spread of a pandemic to the United
States; (2) limiting the domestic spread of a pamdeand mitigating disease, suffering and
death; and (3) sustaining infrastructure and miitiggimpact to the economy and the functioning
of society.® The strategy was constructed to be consistett thi#¢National Security Strategy
and the National Strategy for Homeland Securignd is framed around three npillars:
preparedness and communication, surveillance atedtiten, and response and containment.

In regards to preparedness and communication, ttegegy calls for developing federal

implementation plans, collaborating with other aa$i through multilateral health organizations,
continuing work with state and local governmentsgcaairaging states to develop production
capacity and stockpiles and subsidizing the devedoy of state-based antiviral stockpiles. The

31 United States Department of Homeland Security. Nationgld®dsg Plan: Biological Incident Anne®ecember
2004. <http://www.dhs.gov/dhspublic/interapp/editdeditorial 0566.xml>.
32
Id.
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% The Homeland Security Council. The National Strategy émd@mic Influenza: Implementation Plah
November 2005: 29. <http://www.whitehouse.gov/homelgemidemic-influenza-implementation.htmi>.
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U.S. needs to “ensure that our national stockpit stockpiles based in states and communities
are properly configured to respond to the diversitymedical requirements presented by a
pandemic, including personal protective equipmentipiotics and general supplie¥."The plan
also calls for distribution plans to be establistied vaccines and anti-virals and for federal
agencies to prioritize countermeasures allocation.

To strengthen surveillance and detection, the W@&ernment needs to ensure the rapid
reporting of outbreaks and increase surveillancéint their spread. As for response and

containment, the federal government should workd&velop a coalition of strong partners to

coordinate actions to limit the spread of a vireserage national medical and public health
surge capacity; sustain infrastructure, essenéialicees and the economy; and work to ensure
clear, effective and coordinated risk communicatitin

Within the NSPI: IP, thédealth and Human Services Strategy on Pandemiadnfadiscusses
the roles of HHS agencies during pandemic flu. Heeretary of HHS “directs all HHS
pandemic response activities” and the CDC wouldfdmate antiviral and other drug delivery
from the Strategic National Stockpil&”

The Joint Information Center

The distribution of information to the public dugim health or medical emergency is a critical
element to both the federal and state response. adivess this issue, the primary Joint
Information Center was established in support efNlational Response Plaand theNational
Incident Management Systeand is coordinated by DHS. The Joint Informat@enter (JIC) is

a “central point for coordination of incident infoation, public affairs activities, and media
access to information regarding the latest devetopsr®® In the event of a disaster, the JIC
coordinates communications among the federal, ,statal, and private sector to deliver a
consistent message to the public. However, inlg tauthorized to release general medical and
public health response information to the publieméonsultation with HHS**

There are two types of Joint Information Centensa@onal JIC and a specific incident JIC. The
National JIC is initially a virtual forum establisti to coordinate information among affected
states, federal departments, and ageriéia&hen an incident is expected to be of long darati
(i.,e. weeks or months) or affects a large areafsthe country, a physical National JIC is
established?

3" The Homeland Security Council. The National Strategy émd@mic Influenza: Implementation Plah
?l)\slgovember 2005. <http://www.whitehouse.gov/homeland/parderfiuenza-implementation.htmi>.
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39 United States Department of Health and Human Services. tdh@&mic Influenza PlanNovember 2005: 28.
<http://www.hhs.gov/pandemicflu/plan/pdf/HHSPandemialafizaPlan.pdf >.
0 United States Department of Homeland Security. NationaldRespPlanDecember 2004.
<http://www.dhs.gov/interweb/assetlibrary/NRP_Full Tpdf>.
1 United States Department of Homeland Security. Nationgid®se Plan: Biological Incident Anneecember
2004. <http://www.dhs.gov/dhspublic/interapp/editdeditorial_0566.xml>.
“2 United States Department of Homeland Security. NationaldRespPlan December 2004.
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“The Incident JIC is the physical location from whipublic affairs professionals
from organizations involved in the response worgetber to provide critical
emergency information, media response, and pulfaera functions. It serves as
a focal point for the coordination and disseminatod information to the public
and media concerning incident prevention, prepassinresponse, recovery, and
mitigation. The Incident JIC may be establishedaaton-scene location in
coordination with state, local, and tribal agendepending on the requirements
of the incident. In most cases, the JIC is esthbtl at or is virtually connected to
the Joint Field Office (JFO), under the coordinati DHS Public Affairs.**

Each Joint Information Center is staffed with a emof personnel including DHS and Federal
Emergency Management Agency (FEMA) public informatofficers and staff, the FBI public

information officer and staff (when activated inpport of a terrorist incident), other federal
agency public information officers, as requiredprg with state, local, tribal, and non-
governmental organizations public information agfis™

“In conjunction with strategic communications guida from DHS, [federal agencies and
departments] assume certain primary agency redgbiiss for incident communications with
the public when assigned or consistent with spediéipartmental and agency authoriti&s For
example, “the Department of State assumes primespansibility for public affairs issues
during incidents requiring federal coordination,igthinvolves another nation, aliens, foreign-
owned transportation modes, or international paksyes.*’

Potential Conflictswith a National Response

The multiple response regimes at the federal lenagf lead to confusion on the role of cabinet
agencies during a national crisis. The existirgpoase plans do not clearly distinguish the roles
of DHS and HHS in responding to a public health yaecy. For instance, DHS and HHS each
have a lead role under the Biological Incident Anmend Emergency Support Function #8.
Unfortunately, during a national public health iighe scope of the crisis will strain existing
response plans; the secretaries will struggle todinate the federal response. The lack clarity
in the roles of DHS and HHS may undermine the dgpknt of medical countermeasures from
the SNS. The activation of agency authorities urile Public Health Services Act, Stafford
Act, and National Emergencies Act will also incre@eordination problems, as some agencies
may believe they have greater authority to leadthoigh these existing response plans seem
comprehensive, they lack guidance on the interadietween DHS and HHS or attention to the
importance of deploying the nation’s medical coumiasures within the SNS.

4 United States Department of Homeland Security. NationaldRespPlan December 2004.
<http://www.dhs.gov/interweb/assetlibrary/NRP_FullTedf>.
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The following shaded areas illustrate a hypothescanario portraying the positive and negative
interactions of the various preparedness mechani®ygresenting the research through both a
policy-based and applied stance, this report ptestie many policy facets involved in public
health readiness while detailing their courses aifoa and working relationships in a larger
incident.

SCENARIO: Flight 815 Arrivesin the United States

As flight 815 boards for Los Angeles, the passemdgeveling back from their Christmas vacation| in
South East Asia do not pay much attention to theghimg gate attendant. Eighteen hours later, Flight
815 lands in Los Angeles and its compliment of myogtmerican passengers run to catch their
connecting flights home. Over the next 48 hours,ghssengers of Flight 815 begin exhibiting symgtom
of the flu. Most think nothing of their illness abelieve the symptoms are side-effects of travel jat
lag.

At 7 pm on a cold January night, a young man frdighfe 815 rushes to Presbyterian Medical Center
(PMC) Emergency room in Philadelphia, Pennsylv&higle is sweating profusely as the attending nurse
quickly checks him over. The nurse notes the Hegler and takes his vitals. The doctor, who later
receives the report of the nurse, orders a blogpkaand sends the blood to an onsite labraton@ gin,
the attending doctor receives a report that theepiais suffering from an unknown virus that is Hiig
contagious. The doctor orders the patient movedh teeparate room. In a matter of minutes |the
administrator makes a call to the Philadelphia Bapent of Public Health (PDPE)and arranges for the

specimen to be tested by the Bureau of Laboratdi3L),>® simultaneously activating an initial
epidemiology to determine the extent and methodsasfsmission. Under advice from the PDPH, the
doctor quarantines the patient.

Several other passengers in multiple cities arothm United States visit their physicians. Some
physicians, believing the illness to be nothing endran the common flu (winter is flu season in the
U.S.), give them an anti-viral and send them honia wrders to rest. Yet other physicians, out| of
concern, send those who visited to hospitals. Unknao the passengers of Flight 815 and their
physicians, they are carriers of an unknown virgertracted from the gate attendant days earlier.

In Philadelphia, confirmation of a novel virus fraime BOL is quickly passed to PDPH, Division |of
Infectious Disease Epidemiology (IDE), Bureau ofh@ounity Health Systems, and the Secretary of{the
Pennsylvania Department of Health. Within houhg tollaborative research team discovers that the

“8 City of Philadelphia Department of Health. Pandemic InfraePreparedness Plaf2 May 2006. Philadelphia,

PA represents a busy hub for business, travel, and egictite fifth largest city in the United States and possesses
an implemental pandemic influenza draft. Likewise, Penasydvrepresented a standard state plan: cohesive, with
implemental structure and defined roles, but lacking in sam@a&s, with notable gaps for implementation. Based on
a report by the Trust for America’s Health, Pennsylvania’sh@aéparedness ranked 5 on a scale from zero to ten.
According to Philadelphia’s Emergency Preparedness Plan, v8eeming the most severe scenario, the city of
Philadelphia could expect approximately 8,000 hospital s&lonis and approximately 1,750 deaths related to
pandemic influenza...and 32,000 additional patient days indbgitial if the average influenza patient had a four-
day admission” (CDC FluSurge program for pandemic impacer@eassumptions equates a 35percent attack rate
and 12 week duration).

“9 City of Philadelphia Department of Health. Pandemic Influétregaredness Plari2 May 2006.

*0 Bureau of Laboratories SitéState of Pennsylvania Department of Health.
<http://www.dsf.health.state.pa.us/health/cwp/view.asp?78&46202401&healthRNavrad2CB13=|#>. The
Department of Health through the Bureau of Laboratories aetia¢ State Health Laboratory that maintains a state
of readiness to support the investigation of disease outbcedhreats to the public health.




young man has recently returned from vacationing megion in Southeast Asia suspected to harbof the
virus. After flying from LAX to JFK International #port, he took Amtrak from NYC to Philadelphia.
The Philadelphia Department of Health immediatedyntacts the Pennsylvania Department of Health,
New York State Department of Health (NYSDOH), thalifornia State Department of Health, and the
CDC to notify them of the potential for contactrisanissiort" Pennsylvania, New York, and Californjia
immediately set up an Emergency Operations CerE€C|) to coordinate the forthcoming efforts
between the federal, state, and local agencies.He#dth Alert Networf (HAN), a part of the Public
Health Information Network (PHINJ, notifies the nation of the confirmed cases iréhmajor cities.

As the virus spreads, the public becomes extremahgerned. Many, fearing they have the virus, head
to hospitals only to find overworked staff and lied supplies. Fear of the virus triggers a rusbrdérs
to medical suppliers. As a result, medical supptiegin to dwindle in the region. Indeed, as resesir
become scarce even individual hospitals, local guwents, and states become unwilling to share
resources with other faciliti€4.

Fearing an imminent exacerbation of local mediagiplies and hospital capacity, the Governor| of
Pennsylvania — already in constant communicatiath Wie departments of Homeland Security (DHS),
Health and Human Services (HHS), and the CenterBigease Control and Prevention (CDC) — declares
a State of Emergency for Pennsylvania. Standingeal@hiladelphia is a city of about 1.5 million
peoplé®. However, it has a large labor population thamowtes from other areas of Pennsylvania,
Delaware, and New Jersey — facilitating a quickeadrof the virus to suburbia and beyond.

Over the next week, thousands of cases are repiorieer 20 major U.S. cities (including Philadelh
New York, Washington DC, Los Angeles, Chicago, MammpHouston, Denver, Seattle, Boston, Miami,
and Atlanta). As states deplete their internal weddaind emergency management assets, they tulne to t
federal government for SNS assistance.

1 New York State’s Response to Terrorism Siew York State Office of Homeland Security.
<http://www.security.state.ny.us/response.html>. Thdhéast Regional Homeland Security Agreement Initiative
links New York with Delaware, Pennsylvania, New Jersenr@cticut, Rhode Island, Massachusetts, Vermont,
New Hampshire and Maine on critical counter-terrorism issmesu@l assistance, best homeland security practices
and information-sharing). In essence, this permits irdgion to be transferred without alerting the public and
causing a pre-mature alarm.

°2 Health Network Site United States Department of Health and Human Services €émtd®isease Control and
Prevention. <http://www.phppo.cdc.gov/han/>. Fromsite: HAN provides vital health information and the
infrastructure to support the dissemination of thairimition at the State and Local levels, and beyond. A vast
majority of the State-based HAN programs have over@@pé of their population covered under the umbrella of
HAN. The HAN Messaging System currently directly andriectly transmits Health Alerts, Advisories, and
Updates to over one million recipients. The current systdming phased into the overall PHIN messaging
component.

*3 Public Health Information Network SitdJnited States Department of Health and Human Services €énter
Disease Control and Prevention. <http://www.cdc.gov/phinFfom the site: The Public Health Information
Network (PHIN) is CDC's vision for advancing fully capaland interoperable information systems in the many
organizations that participate in public health. PHIN isteonal initiative to implement a multi-organizational
business and technical architecture for public health infoomatystems.

** United States Homeland Security Council. National PlanBienarios: Created for Use in National, Federal,
State and Local Homeland Security Preparedness Activifipsil 2005. < http://media.washingtonpost.com/wp-
srv/nation/nationalsecurity/earlywarning/NationalPlanningScesAgril2005.pdf>.

%5 United States Census Bureau 2004 Estimate Sitéted States Census Bureau.
<http://quickfacts.census.gov/qfd/states/42/42101.html>.




STATE AND LocAL COMMAND AND CONTROL

Individual states’ emergency communication plan play a central role in any use of SNS
supplies. While these plans vary depending oridta& context, the CDC identifies several key
roles that should be included in all state SNS glaifhe governor’s office, in conjunction with
the head of the state health department makesettisioh to request SNS ass&tsThe federal
government expects states to designate an SNS t@psrdManagement Team which will
operate out of the state’s Emergency Operationse€C€BOC). The Operations Management
Team will oversee communications, security, Recedpore and Stage (RSSkite operations,
distribution, and repackaging. The Operations M@naent Team plays a central coordinating
role, and thus should be involved in pre-evenntragy, exercises, and evaluation. As the key
decision making body at the state level, the OperatManagement Team should coordinate
with designated local-level incident commandersstéte agency, such as law enforcement or a
state emergency management agency, should be igecb& coordinating communications for
the SNS Operations Management Tedm.

At the ground level, each individual Point of Deliy (PODj® should have its own management
team making decisions at the local level and sgnas a point of contact for higher level
decision makers. While smaller in scale, thesenseahould serve the same functions as the
Operations Management Team, but at the local level.

Depending on the scale of the emergency, severtassor counties in a large state may have to
organize their efforts. For a large scale eventJrafied Command (UC) will coordinate
activities across a wider regi8h. Interstate planning and coordination presentsrdety of
challenges, as discussed below.

PLANNING, REQUESTING AND DEPLOYING OF SNS ASSETS. THE ROLE OF THE
FEDERAL GOVERNMENT AND THE STATES

The U.S. government can deploy the Strategic Nati@tockpile in two ways: following a
request from a state governor or by determinatfdhe Secretary of HHS.

The State Process

Each state possesses an SNS plan addressing specdedures for requesting support from the
Strategic National Stockpile. Generally, hospitai monitor the situation, and when it appears
that they may need additional supplies, they coartei with county-level officials to obtain local

stockpiles. When it appears that local supplidsnet be sufficient, they then notify state health

% United States Homeland Security Council. National PlanBizenarios: Created for Use in National, Federal,
State and Local Homeland Security Preparedness Activifipsil 2005. < http://media.washingtonpost.com/wp-
srv/nation/nationalsecurity/earlywarning/NationalPlanningScesApril2005.pdf>.
> For further information on Receipt Store and Stage giéeations, refer to pages 16 and 23.
*8 Centers for Disease Control and Prevention Divisioh®fStrategic National Stockpile. Receiving, Distributing,
and Dispensing Strategic National Stockpile Assets: A GioidBreparednessVersion 10.01 — Draft, Chapter 4.
May 2006.
zz For more information on Points of Distribution (PQD=fer to page 24.
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officials or the governor’s office that they expdltat SNS assets will be needed. The governor
or a designated official calls the CDC Directorsmé&gency Operations Center (DEOC) to
formally request SNS materi®.

A governor need not meet astatutorycriteria to request these resources. A CDC repbero
possible reasons to distribute SNS assets:

* The occurrence of a chemical, biological, nucleaiadiological event
* Natural disaster emergency

» Claim by intelligence or law enforcement on release

» Clinical, laboratory or epidemiological indications

« Number of casualties and capacity of state and mdhoritie§?

“The process of requesting and allocating the S\Sraightforward: the state requests the SNS,
the CDC provides it after consultation with othedéral partners>

The SNS Program Consultant

SNS Program Consultants are liaisons for SNS progrand are assigned to a region that
includes from two to five states. They provideormhation to state health and homeland security
officials about the SNS and assist in state plapffinStates submit their state SNS plans to the
Program Consultafff. The Program Consultants work closely with stdfieials in providing
training for local officials about SNS programsckias CHEMPACK, Push Packages, VMI, and
the Cities Readiness Initiative. They also workhwstates in conducting SNS drills and
exercises? In short, the SNS Program Consultants are acémer of all activities between
states and the SNS.

The Federal Process

The federal government may order a deployment of Si¥sets without declaration by the
President under the Stafford Act or the SecretéfytéS under the Public Health Service ACt.

¢ Centers for Disease Control and Prevention Divisioh®fStrategic National Stockpile. Receiving, Distributing,

and Dispensing Strategic National Stockpile Assets: A GoidBreparednessVersion 10.01 — Draft, Chapter 4.

May 2006.

621q,

83 Association of State and Territorial Health Officials. Istete Planning for the Strategic National Stockpile:

Supplement on Legal Issue2005. < http://www.astho.org/pubs/SNS_supplemdfi.p

% Centers for Disease Control and Prevention Divisioh@ftrategic National Stockpile. Receiving, Distributing,

?5nd Dispensing Strategic National Stockpile Assets: A GoidBreparednessVersion 10.01 — Draft. May 2006.
Id.

® Quinn, Tim. Letter to State SNS Coordinators. 9 Aug084. Centers for Disease Control and Prevention

Strategic National Stockpile Program, Program PreparednessiBra

7 Rossmann, Nicholas. Interview with Official at HHS OffafeTerrorism Preparedness. 23 May 2006. and

Centers for Disease Control and Prevention Division ®&trategic National Stockpile. Receiving, Distributing,

and Dispensing Strategic National Stockpile Assets: A GoidBreparednessVersion 10.01 — Draft, Chapter 4.

May 2006. The Stafford Act: “The Stafford Act authorizesRhesident to issue major disaster declarations,

whereupon federal agencies are authorized to provide assistastates overwhelmed by disasters.” Lister, Sarah.

“Hurricane Katrina: The Public Health and Medical Response.” R&®rt for Congress21 September 2005.

<http://fpc.state.gov/documents/organization/54255.pdie Public Health Service Act: “Section 319 of the
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For instance, the United States has pre-positi&M8 assets to major events and to prepare for
crises, such as Hurricane Katritfa.

Once the CDC Emergency Operation Center receiveguest, they conference with HHS, DHS
and state official§’ States can make their request by phone or theysohmit an “Action
Request Form™ The CDC assists the state in determining whati§p&SNS assets are needed.
While determinations on the SNS remain under HIHiS,a “collaborative” effort with DHS?

Collaboration with DHS is important because oflgadership role in the National Response
Plan. Within DHS, the DHS Chief Medical Officerta@s “the primary point of interface with
HHS.”? In regards to the SNS, HHS does not need theucmrce of DHS to deploy the
stock7;3)ile. Likewise, DHS doesot retain the statutory authority to order CDC to dgpthe
SNS!

The CDC responds to the state’s request after tiomgwith other federal partners and the
requesting state. If the event occurs in multgikges, the CDC allows the states to share SNS
materiel” Unfortunately, the CDC “has not provided specifiidance for an event in which
multiple states request SNS Push Packages, sutlear that resources would be limited in such
an instance

The Office of the Secretary of HHS makes the denisin deployment of the SN&. To meet
the needs of a state, the Division of the SNS ben teploy (the following items discussed in
Description and Distribution of SNS Assets on pagg

» Items from the Vendor Managed Inventory

* A 12-hour Push Package and a TARU team

* Materials not in the VMI and purchased by DepartineinVeterans Affairs, the
SNS'’s acquisition partner, but required for a r

Public Health Service Act provides broad authority forSkeretary of HHS to declare a public health emergency at
the federal level.” Lister, Sarah. “Hurricane Katrina: The ieutbbalth and Medical Response.” CRS Report for
Congress 21 September 2005. <http://fpc.state.gov/documentsiaation/54255.pdf>.
42 USCS § 247d-6b, Section a, 2, (G) states that the SgavétdHS may: “deploy the stockpile at the discretion
of the Secretary to respond to an actual or potential publichheakrgency or other situation in which deployment
is necessary to protect the public health or safety.”
% Select Bipartisan Committee to Investigate the Preparati@ntbResponse to Hurricane Katrina. A Failure of
Initiative. 15 February 2006. < http://katrina.house.gov/>.
% Prior, Stephen. Report Commissioned by the Nationtdri3e University Center for Technology and National
Security Policy._Who You Gonna Call?: Responding to aibéédmergency with the Strategic National Stockpile
June 2004.
;2 Rossmann, Nicholas. Interview with Official at HHS OffafeTerrorism Preparedness. 23 May 2006.

Id.
2 United States House of Representatives Committee on GoverRetflemin. _Statement by the Honorable Jeffrey
W. Runge, M.D., Acting Undersecretary for Science and Teolggand Chief Medical Officer, U.S. Department
of Homeland Security 11 May 2006. <http://www.dhs.gov/dhspublic/disftheme=45&content=5615>.
3 MPA Workshop Group. Interview with Dr. William RauBcience Advisor to the Secretary of the Department of
L-‘I‘ealth and Human Services. 6 June 2006.
"
® Rossmann, Nicholas. Interview with Official at HHS ©éfiof Terrorism Preparedness. 23 May 2006.
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The decision to deploy is filtered down from th€i€d of the Secretary to the CDC and then to
SNS’® Once tasked, SNS plans logistics and purchasinthéorequested assets. For instance,
the SNS determines the schedule and method ofeteliV

After SNS assets are requested and approved bfetleeal government, SNS calls the state
emergency operations center (EOC) and/or state Gdi8dinator and warehouse manager to
make the actual arrangements for delivery of SN&tas Together, they decide upon the
Receipt, Store and Stage (RSS) site (where mataneél Technical Advisory Response Unit
(TARU) teams will be sent), the method of deliveand the level of security for the site. In
addition, they determine the number of PODs thdit eceive SNS materiel, and they discuss
the state’s transportation plans to the PODs. HEi®y determine the treatment regimen and the
population that will receive prophylaxis. If apprate, the state provides information about its
policies and decisions regarding the use of ingattbnal new drugs. Finally, they decide
whether or not to make media announcements orthedrts®® (Figure 1: Requesting SNS
Assets on page 38 illustrates the contact processithed above.)

Advising the President

During a public health crisis, HHS advises the ®esg on the epidemiological response.
Normally the National Security Council and Homela8dcurity Council would be the lead
advisors, however, they may lack the epidemioldgggaertise to guide planning on deployment
of assets to contain an outbréakMoreover, the Homeland Security Council remaintested

at handling an enduring homeland crisis and theegérmomeland security interagency process
has suffered numerous breakdowns with incidenta timited scope, such as the response to
Hurricane Katrina.

In addition to HHS other federal agencies may dikeir own advice. For instance, the
Intelligence Community generally monitors publicatie for biological, chemical, radiological
incidents. DHS possesses its own medical expettisedDHS Chief Medical Officer. “The DHS
Chief Medical Officer is the primary point of inface with HHS and is responsible for advising
the Secretary of DHS on all medical issu&s.”

" For instance in reaction to Katrina, to prevent waste SN®ed states to request specific items from an SNS,
rather than an entire Push Package. Select Bipartisan Cemoittnvestigate the Preparation for and Response to
Hurricane Katrina._A Failure of Initiativel5 February 2006: 275. < http://katrina.housdxgoDeploying only
specific assets, and not a push package which may not labheata a flu pandemic, may prevent wasted resources
and the need for states to collaborate on the dispersalrdaded goods.
Zz Rossmann, Nicholas. Interview with Official at HHS OffafeTerrorism Preparedness. 23 May 2006.

Id.
8 Centers for Disease Control and Prevention Divisioh®fStrategic National Stockpile. Receiving, Distributing,
and Dispensing Strategic National Stockpile Assets: A GioidBreparednessVersion 10.01 — Draft, Chapter 4.
May 2006.
8 Principals of the Homeland Security Council: Treasury, DefeAG, HHS, Transport, OMB, HAS, DHS, DCI,
FBI, Director of FEMA, Chief of Staff to President an& ¥nd Interagency Policy Coordination Committees
(HSC/PCC).
82 United States House of Representatives Committee on GoverReflemtn. _Statement by the Honorable Jeffrey
W. Runge, M.D., Acting Undersecretary for Science and Teolggaind Chief Medical Officer, U.S. Department
of Homeland Security 11 May 2006. <http://www.dhs.gov/dhspublic/dis@iheme=45&content=5615>.
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The President must know who is in charge of deplpyassets during a national biological
emergency. As the crisis worsens, decision makiignost likely move from the Secretary of

HHS to the President. In distributing SNS asd#ies,Secretary of HHS and the President will
likely need to:

» Consider competing advice from departments or dgsnihat may undermine the
effort to distribute medicines

» Lead other federal agencies, state and local ati#s®oburdened by their own tasks

» Coordinate messages amongst branches and levglsvefnment on the status of
supplies and vaccines

* Organize and mediate disputes between states (Sté$saare sent directly to a state
and it is a state’s decision to share materials)

The Importance of the Federal Decision Making Progse

To contend with threats of various scopes and dunsit the federal government’'s decision
making process must be robust. HHS states, “Témade may appear in many different parts of
the nation almost simultaneously, or disease mayroo only one or a few communities, and if
not contained there, proceed to affect other conitiesti®® If the size of a health crisis is large
enough, federal decision makers will have to pliei where to send supplies, essentially
determining the survival rates of communities arbtire United States.

DESCRIPTION AND DISTRIBUTION OF SNSASSETS

The Vendor Managed | nventory

The Vendor Managed Inventory (VMI) is a stockpile pharmaceuticals and health-related
supplies owned by the federal government’s StratBgitional Stockpile Program. It can be used
to supplement Push Packages with additional méesiato supply medical products tailored to
local needs. Moreover, if the agent is identifiédhe VMI [can] act as the first option for
immediate response from the SNS Progrém.”

The VMI accomplishes vaccine cold chain managenbgnutilizing equipment that regulates
and records temperature during storage and difsib®? The VMI distribution from the

warehouse to the state RSS sites is conductedoriamercial carriers — UPS and Fedx.
Security for VMI distribution is provided by U.S.avshal$’

While the VMI is owned by the government, it is ragad by pharmaceutical vendors under
contract with the SNS program. Accounting for 8®6 percent of the total SNS inventory, the

8 United States Department of Health and Human Services. th@&mic Flu Influenza PlarNovember 2005:

51. <http://www.hhs.gov/pandemicflu/plan/pdf/HHSPan@énfluenzaPlan.pdf>.

8 Strategic National Stockpile Sitd4 April 2005. Department of Health and Human Ser@esters for Disease
Control and Prevention. <http://www.bt.cdc.gov/stocidpil

8 MPA Workshop Group. Interview with Dr. William RauBcience Advisor to the Secretary of the Department of
8I—(!ealth and Human Services. 6 June 2006.

1
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VMI is capable of arriving within 24 to 36 hourstef being requested. Unlike the Push
Packages (below), VMI shipments may go either ®@RISS sites or directly to the distribution
sites depending on the situati&n.Furthermore, private vendors maintain and rotiagestock
within their own pipelines to keep the VMI curremtd reduce on wasted prodults.

By the end of 2006, the VMI will have 26 millioreatment courses of flu anti-virals. 20 million
have been earmarked among the states by populafidve federal government’'s goal is to
ultimately have 60 million antiviral treatment ceas? Additionally, the VMI currently has
enough small pox vaccine to treat every persohercountry. Finally, the VMI currently has 30
million sixty-day treatment courses of antibiotieenough to respond to simultaneous outbreaks
of Anthrax, Plague, or Tularemia in several majos \tities’™

The 12-Hour Push Package

As mentioned above, in an emergency requiring Sbhkistance, the federal government can
deploy three critical assets to the states: a 12-Roish Package, medicines delivered from the
Vendor Managed Inventory (VMI), and a CHEMPACK. e€lhare specifically designed to
“provide rapid delivery of a broad spectrum of asder an ill-defined threat in the early hours
of an event® The SNS Push Package is usually delivered tesstatresponse to a localized
natural disaster or a mass casualty terroristlaftac 12-hour Push Package is “pre-identified,
pre-packaged inventory that can be ‘pushed outhéostate requesting medical assets...within
twelve hours of a request”

Currently, there are 12 Push Packages in the SNBe Push Packages are “caches of
pharmaceuticals, antidotes, and medical supplisgyded to provide rapid delivery of a broad
spectrum of assets for an ill defined threat inghdy hours of an event,” as well as antibiotics,
antitoxins, life-support medications, IV adminisiva, and ventilator®®> The SNS also

8 Belson, David. “Storage, Distribution and Dispensifiyledical Supplies.” Online Posting. 12 April 2003.
Center for Risk and Economic Analysis of Terrorism Evddtsversity of Southern California.
<http://www.usc.edu/dept/create/reports/Med_Supplies_Repfopdf>.
8 Owens, David H. “The Strategic National Stockpile in Waslimgitate.” Online Posting. State of Washington
Department of Health.
<http://courses.son.washington.edu/win05/uconj445/Th&xategic%20National%620Stockpile%20UW%20class
%20v2005%200wens.ppt>.
% MPA Workshop Group. Interview with Dr. William RauBcience Advisor to the Secretary of the Department of
EI)—llealth and Human Services. 6 June 2006.

Id.
92 Strategic National Stockpile Sitel4 April 2005. Department of Health and Human Ser@esgters for Disease
Control and Prevention. <http://www.bt.cdc.gov/stoakil
% Rossman, Nicholas. Correspondence with Anand Pareltaribeent of Health and Human Services Employee
at the Office of Public Health and Emergency Preparedne3dsner2006. “I think it's fair to say that a push
package may be deployed in the event of a public health emengbeoy the contents of the push package might
serve to reduce morbidity or mortality from the evertt All natural disasters or terrorist attacks will necessitate
push packages to be deployed. Note, there are very spmeficines and medical materiel in the push packages.”
% Strategic National Stockpile Frequently Asked Questiotes Sitate of Massachusetts Department of Public
Health. Center for Emergency Preparedness.
<http://www.mass.gov/dph/bioterrorism/advisorygrp$sehs_faqgs.pdf>.
% Strategic National Stockpile Sitél4 April 2005. Department of Health and Human Ser@emsters for Disease
Control and Prevention. <http://www.bt.cdc.gov/stoakil
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possesses 5.5 million treatments of antiviral dingsase of pandemic influen2%. These Push
Packages are strategically positioned in secureehwarses throughout the United Stafes.
However, the Push Packages are not intended tédereurge capacity for hospitafs.

The Push Packages have been configured to be tedolyd on commercial carriers to distribute
to states using either 2 wide-body aircraft orf/fihree foot trucks per Push PackdgeThe
federal government hopes that the existing cordraate enough redundancy to ensure timely
delivery of SNS assets in an emergetffy However, should these companies fail to honor the
terms of their contracts, the federal government exdist/commandeer necessary private assets
to assist in a national emergency.

Each Push Package weighs 94,424 pounds of maieriEB0 specialized containers that are
color-coded for easy identificatidfft A 13,000 square foot facility is needed to reegistore
and stage Push Package materiel. Volunteers soenakded to repackage bulk antibiotfés.
Once at the RSS site, the Push Packages are sigaetb state officials. If any Schedule | or I
Narcotics come with the Push Package, a Drug Eafoent Administration (DEA) official must
sign over the materials to the state offictdfs. The U.S. Marshals, under the authority of the
Department of Justice, protect the SNS while ihigansit from the SNS storage site to the RSS

site!%*

To assist in the action plans of the Strategic dweti Stockpile, and specifically in the
deployment of the 12-hour Push Packages, the GemberDisease Control and Prevention
established Technical Advisory Response Unit (TAR&JmMs. TARU teams were created to
streamline the process in breaking down the Pushkdge and to deploy along with the 12-hour

% United States Department of Health and Human Services. “HiyS Bdditional Antiviral Medication As
Preparations for Potential Influenza Pandemic Continue.” Depat of Health and Human Services. Press
Release 1 March 1, 2006. <, http://www.hhs.gov/news/pt2386pres/20060301.htmI>.

97 Strategic National Stockpile Sitel4 April 2005. Department of Health and Human Ser@sgters for Disease
Control and Prevention. <http://www.bt.cdc.gov/stocil

% MPA Workshop Group. Interview with Dr. William RauBcience Advisor to the Secretary of the Department of
Health and Human Services. 6 June 2006.

% American Public Health Association. Chapter 3: StructureCmmdnization of Health Management in Disaster
Response 4 February 2005; 63. <www.apha.org/preparednesst€haB.qgxd.pdf>.

10 MPA Workshop Group. Interview with Dr. William RauBcience Advisor to the Secretary of the Department
of Health and Human Services. 6 June 2006.

101 strategic National Stockpile Sitel4 April 2005. Department of Health and Human Ser@assters for Disease
Control and Prevention. <http://www.bt.cdc.gov/stociil

192 Owens, David H. “The Strategic National Stockpile in Washin@tate.” Online Posting. State of Washington
Department of Health.
<http://courses.son.washington.edu/win05/uconj445/Thé&xategic%20National%20Stockpile%20UW%20class
%20v2005%200wens.ppt>.

103 Centers for Disease Control and Prevention Divisioh@fStrategic National Stockpile. Receiving, Distributing,
and Dispensing Strategic National Stockpile Assets: A GoidBreparednessVersion 10.01 — Draft, Chapter 3.
May 2006.

104 Centers for Disease Control and Prevention Divisiom®Strategic National Stockpile. Receiving, Distributing,
and Dispensing Strategic National Stockpile Assets: A GoidBreparednessVersion 10.01 — Draft, Appendix J:
DEA Form-222 for Transferring Controlled SubstanceayM006.

198 MPA Workshop Group. Interview with Dr. William RauBcience Advisor to the Secretary of the Department
of Health and Human Services. 6 June 2006.
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Push Package. Their goal is to arrive at the R&Sbsifore the Push Packad&'®” Once they
arrive on site, they provide local officials witlade-to-face guidance, advisory support, and
information about SNS assets. The TARU team caon &b assist the state in requesting
additional supplies. As the CDC describes themRUAeams are part of the response team to,
“Coordinate with state and local officials so thia¢ SNS assets can be efficiently received and
distributed upon arrival at the sit&®

As of 2005 there were five TARU teams, with plamsnicrease to six teams in 2006 and nine by
20081 Given that there are 12 Push Packages and dyrremy six TARU teams, in a
nationwide emergency the TARU teams may be requaessist multiple states simultaneously.
In this case, they would redeploy to a second &iter the initial SNS materiel have been
received-'°

TARU Teams are on call 24 hours a day to deployiwi®0 minutes via chartered aircraft.
The TARU team receives a copy of the individuates$aSNS plan before they are deploféd
and brings their own communications equipment,udicig radio systems, cellular phones and a
series of satellite phoné¥ Recently restructured, TARU Teams are comprigdive to seven
members:

A lead officersupervises team activities and is responsiblerfanagement of the

TARU Team and coordination of all activities

* Two liaison officersrepresent duties of the SNS program as a whotesarve as a
conduit for any information dispersed to localitieshese two liaison officers work
apart from the rest of the TARU Team, and are gt to serve as spokesmen for
the SNS as well. They are also responsible foainliig locations and directions of
state operations and for keeping the TARU leacteffinformed of the actions by the
state

« Two team logisticiansare responsible for all logistical operations bf tPush
Package, including the management of “Receipt,eStBtage” (RSS) activities, the
Vendor Managed Inventory (VMI), and coordinationofffFloading logistical support

 The TARU operations officeacts as the coordination officer, coordinating TAR

activities and operations with all team memberg] aorks as a researcher and

distributor of relevant emergency information tartemembers

197 Strategic National Stockpile Sitel4 April 2005. Department of Health and Human Ser@essters for Disease
Control and Prevention. <http://www.bt.cdc.gov/stociil

18 Strategic National Stockpile Site4 April 2005. Department of Health and Human Ser@essters for Disease
Control and Prevention. <http://www.bt.cdc.gov/stoakil

199 United States Office of Management and Budget. Program gxeses Strategic National Stockpil@005.
<http://www.whitehouse.gov/omb/expectmore/detail. 1000381035 .html>.

110 staley, Mike. “The Strategic National Stockpile Program Taldér Online posting. University of North
Carolina Preparedness Center Training Site.
<http://www.sph.unc.edu/nccphp/training/login/index.cém@up=strat_nat_stockp>.

11 Strategic National Stockpile Site4 April 2005. Department of Health and Human Serasters for Disease
Control and Prevention. <http://www.bt.cdc.gov/stocidpil

112 Centers for Disease Control and Prevention DivisiomeStrategic National Stockpile. Receiving, Distributing,
and Dispensing Strategic National Stockpile Assets: A GoidEereparednessVersion 10.01 — Draft. May 2006.
113 Strategic National Stockpile Site4 April 2005. Department of Health and Human Ser@assters for Disease
Control and Prevention. <http://www.bt.cdc.gov/stoakil
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« The communications/IT team membeas responsible for all communication
operations, including establishment and maintenasfca communications and IT
system, and assisting in running the TARU OperatiGanter (TOC)

* United States Marshalgprovide security for the TARU teams, protectingne
members and the stockpile materials they are acanyipg™*

CHEMPACK

Similar to 12-hour Push Packages, a CHEMPACK is@ayed container of resources for use in
a nerve or chemical agent attack. Push Packagessatess in a nerve agent attack because
immediate treatment is required. Forward placerné@HEMPACKS allows for an immediate
reaction to chemical threats unlike the 12 houexded to receive Push Packages. The original
CHEMPACK program was designed to initiate forwardcpment of nerve antidotes and
provide states with a sustainable resource; andoweptheir capability to respond quickly to a
chemical agent attack®

Like the VMI packages, the CHEMPACKS are not gendeployments, but rather are designed
to handle specific chemical or nerve agent threa¥e standards the SNS program has
developed for CHEMPACKS includes treatments relévarexposure rates, broken down into
30 percent mild, 40 percent moderate, and 30 persemere exposure rates. Each
CHEMPACK is capable of treating approximately 1,008ymptomatic victims:’
CHEMPACKS are sealed by the Drug Enforcement Agaidhe outset, and must have a seal
completely broken for usage, preventing partiallelsgn of goods over time. SNS owns the
CHEMPACKS, but states and cities manage th&m.

Communities around the country already store CHEKIR& containers®® As of February
2005, the SNS had purchased 1,274 emergency meskcalce (EMS) containers and 850
hospital containers for distribution throughout thiates and territori¢€® Participation by
public health agencies in the local storage of CHRAEKS is voluntary, although it is far

14 state of Missouri Department of Health. Missouri’s FtarReceiving, Distributing, and Dispensing the
Strategic National Stockpile: A Guide for State and Local PlapnAnnex K 1.7 Emergency Response and
Terrorism Plan. October 2003.

115 United States Department of Homeland Security and CenteBsfease Control and Prevention. CHEMPACK
Project: Current Status and National Deployment Concepé National Strategic Stockpile Program. 13 October
2003.

18 United States Department of Health and Human Services Cemt®iséase Control and Prevention.
Continuation Guidance — Budget Year Five: Attachment J EMPIACK. Public Health Preparedness and
Response for Bioterrorism. 14 June 2004. < httpaivbot.cdc.gov/planning/continuationguidance/docs/chempack-
attachj.doc>.

17 State of Montana Department of Public Health and Human Servigast Sheet: CHEMPACK: What You

Need To Know.” Online posting. June 2005. < httpméwdphhs.mt.gov/PHSD/risk-
communication/pdf/Chempack.doc>.

18 United States Department of Health and Human Services Cemt®iséase Control and Prevention.
Continuation Guidance — Budget Year Five: Attachment J EMPIACK. Public Health Preparedness and
Response for Bioterrorism. 14 June 2004. < http:¥ivbk cdc.gov/planning/continuationguidance/docs/chempack-
attachj.doc>.

119 |d

120 SEMP Biot #171: What is the Strategic National StockBite Suburban Emergency Management Project Site.
5 February 2005. <http://www.semp.us/biots/biot_.hi#h>.
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cheaper when local agencies participate. Thetodbe SNS is significantly lower because their
supplies are purchased in bulk. For example, tis¢ af one hospital container to a state would
be $260,509.08 if the supplies were purchasedljocdhe cost to SNS is $38,230.52, a savings
of $222,278.56%' Based on a pilot study conducted in New York CBputh Dakota, and
Washington State, the average cost for CHEMPACKainar storage is approximately $2,000
to $2,500:%

Asset Acquisition

A critical node of the SNS and VMI distribution $ys1 are the private companies that are
contracted to produce vaccines and to deliver thRPackages and VMI inventory. While

there are numerous vendors contributing to the alvesupplies of the Strategic National

Stockpile, an examination of the most recent catdréor pharmaceutical treatments provides
information on the larger corporations charged witpplying the SNS.

The Department of Health and Human Services awa@ledoSmithKline, a pharmaceutical
company based in the United Kingdom with operationthe United States, a contract for 1.75
million treatments of their Relenza drug to helppare for pandemic fitf®> Furthermore, the
company was awarded a $2.8 million contract in &aper 2005 for 84,300 treatments of the
same drug®* Relenza, an anti-viral drug, is an inhaled powdkrared for treatment of
uncomplicated flu illnesses, specifically type AdaB influenza. Relenza however, is not a flu
vaccine*®® Roche, a Switzerland-based pharmaceutical compasyalso awarded a contract on
March 1, 2006 for 12.4 million treatments of th@&mmiflu to add to the SNS for the same
reason?® Roche’s Tamiflu is similar to Relenza in thaisitan anti-viral created as a treatment
for influenza. The main difference between these trugs is that Tamiflu can be used on
anyone over age one, whereas Relenza cannot beonsddldren under the age of seven. Both
drugs may help reduce flu outbreaks and reduceceisasf getting the flt?’

In recognition of the lack of a working vaccine ¢ombat diseases such as the avian flu,
Secretary of Health and Human Services Michael itestated in an October 2005 press release

121 state of Virginia Department of Health. The CHEMPACK|€ta A Strategic National Stockpile Initiative16
May 2004. <http://www.vdh.virginia.gov/epr/pdf/MaySemiffdre CHEMPACK Project.pdf#search="chempack>.
122 United States Department of Health and Human Services Cemt®iséase Control and Prevention.
Continuation Guidance — Budget Year Five: Attachment J EMPIACK. Public Health Preparedness and
Response for Bioterrorism. 14 June 2004. < http:bokicdc.gov/planning/continuationguidance/docs/chempack-
attachj.doc>.

123 United States Department of Health and Human Services. “HiyS Bdditional Antiviral Medication As
Preparations for Potential Influenza Pandemic Continuee’ssPReleasel March 2006.
<http://www.hhs.gov/news/press/2006pres/20060301.htmI>

124 United States Department of Health and Human Services. “HiS Baccine and Antivirals in Preparation for
a Potential Influenza Pandemic.” Press Releéaseptember 2005.
<http://www.hhs.gov/news/press/2005pres/20050915.htmI>

125 United States Food and Drug Administration Center famgEvaluation and Research. “Relenza (zanamivir).”
14 April 2006. <http://www.fda.gov/cder/news/relenzazadtf htm>.

126 United States Department of Health and Human Services. “HiyS Bdditional Antiviral Medication As
Preparations for Potential Influenza Pandemic Continuee’ssPReleasel March 2006.
<http://www.hhs.gov/news/press/2006pres/20060301.html>

127 United States Food and Drug Administration Center famgEvaluation and Research. “Tamiflu.”
<http://www.fda.gov/cder/consumerinfo/druginfo/tamifiunt».
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that, “An influenza vaccine effective against thBNd virus is our best hope of protecting the
American people from a virus for which they have imomunity.” The same press release
announced the awarding of a $62.5 million conttacChiron, a subsidiary of the European
pharmaceutical giant Novartis for the developmdmguxh a vaccine. At the same time, HHS
announced that it had given a $100 million contfactthe development of a similar drug to
Sanofi Pasteur, the third largest pharmaceuticaipamy in the world and Europe’s largét.

The government has procurement and acquisitionranagl in place in the event of a public
health emergency. Through the Department of Veterffairs (VA) (the SNS Program’s
acquisitions partner), the SNS is able to negoiateediate purchases of medical and health-
related materials at lower prices than the normedefal supply schedule. Furthermore, this
program benefits from the VA'’s efficiency in proeuament of health products for its normal
business. For the procurement process, the VAyaeslthe current market and pre-selects
certain materials to be held in inventory in lagggntities to accommodate any surge problems.
Through the use of programs such as the Univeragh Repository (UDR), the SNS takes a
“snap-shot” of the current capabilities of healdated stocks, and then decides accordingly
which areas to work with the VA for to develop styer supplie$®

Routine Private Sector Distribution

Under normal business conditions, pharmaceuticalpamies do not handle the distribution of
drugs to retail stores. Most manufacturers avogdrésponsibilities of the physical logistics and
customer service involved with pharmaceutical thstion. Specific pharmaceutical distributors
“manage the movement of supplies from the manufarsuto the retailers:*® The top three
distributing companies by revenue are: McKessom (§ilion annually), Cardinal Health ($70
billion annually), and AmerisourceBergen ($53 bifli annually):** These distributors store
newly manufactured pharmaceuticals at their warséeu The Healthcare Distribution
Management Association (HDMA) “reports that headittec distributors warehouse more than
20,000 SKUs (stock keeping units), including pharewsical products, sundry/general
merchandise, health and personal care items, durabtlical equipment, home health supplies,
and OTC (over the counter) drug$® Retailers negotiate prices with the manufactimar
purchase through their distributdrd. The distributor may track inventory levels angiddy
refill shelves — allowing “the retailer to maintaiow inventory levels and thereby reduce its

128 United States Department of Health and Human Services. “HiyS Bdditional Vaccine As Preparations For
Potential Influenza Pandemic Continue.” Press Releagéctober 2005.
<http://www.hhs.gov/news/press/2005pres/20051027.html>
129 State of Montana Department of Public Health and Human Serviagsive-Tiered Emergency Response
Approach.” September 2003. <http://www.dphhs.mt.BeMED/SNS/pdf/5-tierResponseApproach.pdf>.
130 Belson, David. “Storage, Distribution and Dispensing/leflical Supplies.” Center for Risk and Economic
Analysis of Terrorism Events, University of South@alifornia. 21 April 2005: 23.
l<3rl1ttp://WWW.usc.edu/dept/create/reports/Med_SuppIies_R_apfandfz

Id.

132 Id
133 Id
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inventory holding costs'®** Finally, these distributors often package andackpge the

pharmaceuticals.

SCENARIO: More States Request SNS Assistance

Overall, 14 states request SNS assistance. Fealgitadrities begin deliberating on how best to dgf
the SNS assets. With 14 states requesting assstamconly limited assets in the SNS arsenal ttier&t
government faces a horrible decision: which requedd they fulfil and which do they deny?
Additionally, if no vaccine exists for the virusow long will it take to produce one?

Timeline of Decision Making

The stockpile planners think of an ‘incident’ ineoplace at one time. Pandemic
Influenza is not an ‘incident’ — it's everywherd&he Federal Government can't
deal with 5,000 Katrina’®

If an incident “were to occur in the next severalss the U.S. response may be affected by the
limited availability of a vaccine [depending on ttisease], as well as the limited availability of
certain drugs used to treat severe infections,bgnithe general lack of surge capacity within our
healthcare systemt® According to theNational Response Plaif a number of states request
assets from the SNS simultaneously, and “critiedources for protecting human life are
insufficient to meet all domestic needs, [then] Bexretary of HHS makes recommendations to
the Secretary of DHS regarding the allocation ddrse federal public health and medical
resources’

The timeline for deploying federal medical asseils depend on the situation. The government
must first recognize that a health crisis (suchagsandemic) is occurring, either within the
United States or around the world and then deterrtiie strain of the disease or virus. If a
vaccine is not available or is in limited suppliieh manufacturers must begin producing the
vaccine—a process that could take several mon&dditionally, the government will have to
determine the cause of the incident and respotidet@pidemiological concerns of an emerging
disease.

If a public health emergency occurred today, mactufars would not be able to rapidly produce
the required number of vaccines for the entire Wh&ulation. For example, in regards to
pandemic influenza, the United States does noentlyr have the vaccine production capacity to
make enough vaccine for the people who will needTihe U.S. is insufficiently prepared for
mass prophylaxis, and at current vaccine developegracity it would take approximately six

134 Belson, David. “Storage, Distribution and Dispensing/letlical Supplies.” Center for Risk and Economic
Analysis of Terrorism Events, University of South@alifornia. 21 April 2005: 23.
<http://www.usc.edu/dept/create/reports/Med_Supplies_Refopdf>.

135 MPA Workshop Group. Interview with Dr. William RauBcience Advisor to the Secretary of the Department
of Health and Human Services. 6 June 2006.

136 ister, Sarah. “Pandemic Influenza: Domestic PreparednémssEf CRS Report for Congres40 November
2005. <http://www.fas.org/sgp/crs/homesec/RL3314%.pdf

137 United States Department of Homeland Security. NationgidResg Plan: Biological Incident Annex
December 2004. <http://www.dhs.gov/dhspublic/interaptgedi/editorial_0566.xml>.
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to eight months to develop a vaccine once thetflairshas been identified. “The U.S. will not
have the capacity to produce 300 million doses\aaine for three to five year§®

Thus, during the six months to a year of a pandenfioenza outbreak, the U.S. will have to
rely solely on anti-virals such as Tamiffti. However, depending on the virus strain, Tamiflu
and other anti-virals may be ineffective. There eurrently 4.3 million doses of Tamiflu in the
SNS and the federal government has announced fdapsrchase 20 million courses of anti-
virals by the end of 2006. The country may haveugh for 25 percent of the population by the
middle of 2007. Nevertheless, “it is doubtful taagtocks will be adequate in a pandemic for a
nation of nearly 300 million people, and it mayzbkong time before enough is availabt&’”

SCENARIO: Ddlivery of VMI Assetsto Pennsylvania

The CDC approves Pennsylvania’s request for SNiStasse. Upon approval, the government contacts
a private company previously contracted for SN%rithistion and notifies them that they need to dmliv
materials from the Vendor Managed Inventory to Rghyania’s RSS site within the next 36 hours. This
company sends either a contingent of trucks orafirto pick-up and load the materials. The shipine
arrives within the allotted 36 hours and its cotgeare signed over to Pennsylvania state officidis
begin breaking it down for delivery to the distrilon sites.

DISTRIBUTION OF SNS ASSETSAT THE STATE AND LOCAL LEVEL

State and local distribution of SNS assets requimastructure capacity and supply distribution
management for the SNS during a pandemic emergenbg. federal government has provided
communities with preparedness templates and gerezrairements for the receipt of SNS assets.
This section will touch upon the varying capalshktiof state and local plans. It will not conduct
a comprehensive review of national preparednessbd#es. Rather, we provide clarification
about the requirements for state and local capauaity distribution, followed by the potential
options to meet this need.

I nfrastructure Capacity

At three possible nodes of activity the SNS asbetome the possession of the state officials:
the RSS facilities, intermediate storage sites, thedPoints of Distribution (PODs). The state
and local communities must be capable of meetingremum infrastructure capacity at each of
these points. The SNS provides minimum criterid fimctional templates for state and local
plans*! Instructions accompany the inventory in most s&¥eMost communities do not have
implemental plans that meet these requirements.

138 Russert, Tim. Interview with Secretary of the Departroéhtealth and Human Services Michael Leavitt. 20
November 2005. Meet the Press Transcrigtttp://www.msnbc.msn.com/id/10042399/>.

139 Russert, Tim. Interview with Dr. Julie Gerberdingreator of the Centers for Disease Control and Prevention.
20 November 2005. Meet the Press Transcrittp://www.msnbc.msn.com/id/10042399/>.

140 Fauber, John and Rust, Susanne. “Race for vaccine, ai$i4gilagging.”_Milwaukee Journal Senting®
November 2005.

141 Division of the Strategic National Stockpile. “Receiving Stagiand Storing Assets”. Receiving, Distributing,
and Dispensing Strategic National Stockpile Assets: A GoidEreparednessVersion 10.0 — Draft, Chapter 8.
May 2006. <https://www.orau.gov/snsnet/resources/Resion10/08%20Receiving%20storing%20staging.pdf>
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Receipt, Store, Stage (RSS) Facilities

» Capacity RequirementsEach state should plan for at least one RSSitfawithin
their state borders, so that a drop-off the SN8tagsmn be easily accommodated. The
general requirements for the RSS site are 13,008rsdfeet of open space, a staging
area for incoming and outgoing assets, close prioxito a major transportation hub,
easily secured, and having technological capasfif® Additionally, any pre-
planning must consider that the RSS facilities ooly receive and store the SNS
assets, but also act as a dispensing site witkicdmmunity in which they are located.

» Potential Options: The large space requirements for a RSS site thmitutilization of
government facilities or public buildings, forcingpmmunities to consider private
partnerships to accommodate these needs. Onenojtionost communities is a
national retail or grocery chain. They possesdridigion warehouses located
strategically across the nation to support locahbhes and are typically located near
transportation hubs, in larger metropolitan are&sirthermore, these national chains
constantly endeavor to create a sense of commtmttyeir local branches by focusing
on community needs and attempting to engage in toenmunities.

Private business have been an essential compohpastemergency response efforts.
When Hurricane Katrina devastated Louisiana andigk#ppi, private firms responded
immediately to the needs of these states’ residéhtdten reaching devastated victims
before government agencies. Most importantly,dargail stores already possess the
required space to accommodate SNS assets. Laagena retail chains boast of
distribution centers of over one million squaretfaed with more than two hundred
and fifty dock doorg®> Warehouses of this size could accommodate the fRSBy
and continue nearly normal operations. Nationaktegry chains also provide unique
benefits. There are over 34,000 grocery stor¢karlJnited States. The median store
size is about 50,000 square f8&and typically possesses accessible loading dock(s)
for their own retail operations. Furthermore, anréasing number of these grocery
chains provide their customers with the conveniesfcan internal pharmacy. These
pharmacies would be beneficial for on-site consoits (a federally-suggested
component of the RSS facility implementation team).

142 Centers for Disease Control and Prevention DivisioheStrategic National Stockpile. Receiving, Distributing,
and Dispensing Strategic National Stockpile Assets: A GioidBreparednessVersion 10.01 — Draft, Chapter 8.
May 2006.

143 Centers for Disease Control and Prevention Divisioh@fStrategic National Stockpile. Receiving, Distributing,
and Dispensing Strategic National Stockpile Assets: A GoidBreparednessversion 10.01 — Draft, Sites for the
RSS Function. <https://www.orau.gov/snsnet/RSS_Sakction_2003-09.htm>. This barely touches upon the
detail provided to state and local officials on the necessgujirements for these areas.

“walMart. “WalMart and SAM’S CLUB’s Response to Hurricanied3ter Continues.” WalMart Facts
<http://www.walmartfacts.com/community/article.aspx?id=133WalMart specifically raised more than 2.5
million for local organizations and opened a tempor&pQ0 tent store to accommodate the needs of Louisiana’s
residents.

145 Walmart Distribution Centers SitaValmart Facts. <http://www.walmart.com/wal-mart-disttito-
centers.aspx>.

146 supermarket Facts Industry Overview 2005.SEeod Marking Institute. May 2005.
<http://www.fmi.org/facts_figs/superfact.htm>.

23



Intermediate Transfer Points

» Capacity Requirements The intermediate storage sites are smaller tih@nRSS
facility and merely act in a holding capacity u@iiisets can be delivered to PODs.

» Potential options Regions with large populations utilize internagdi sites to
repackage SNS assets for delivery to metropolitacoogested areas. Similar to the
RSS sites, these intermediate sites would requiee same type of infrastructure
(loading docks, access to transportation, etcf),obua smaller scale. While in some
cases states require an intermediate site, marsférapoints create a greater logistical
headache for the tracking of the SNS assets antbwequire more infrastructure and
security resources.

Community Contact

» Capacity RequirementsGetting SNS assets into the community is accanetl with
a “pull in” or “push out” method?” “Pull in” refers to the effort of local official® set
up PODs in the community to puthe local population in to receive supplies,
treatment, or antibiotics. “Push out” refers toe thutilization of government
transportation assets partnered with private comgan deliver SNS assets directly to
individual households, businesses, health carditfesj etc. While the “pull in”
methods require less government coordination agstioal planning, the “push out”
methods allow for greater population control.

o Pull In:  The SNS Stakeholders Conference suggests twdonetfor
“pulling in:” drive-thru and walk-thru PODs. Thealk-thru POD is a series
of stations using a pre-determined and streamlisgdtem (a local
preparedness initiative), to “walk” people throutite process of medical
attention, and dispense SNS assets. The drivesvould consist of
maneuvering a flow of traffic to pass through aigeasted area to receive
pre-determined packages of assets for those peéoplee vehicle. Local
officials determine the specific operation of tlaifities depending on the
nature of the emergend$f.

0 Push Out The “push out” method equates to effective sypgphain
management, which requires the local governmeneitioer provide the
transportation infrastructure and logistics or partwith the military or
private companies capable of these essential opesat The “push out”
method requires the SNS assets to be delivereduseolds, businesses,
special needs communities (elder home facilitiesntal health institutions,
etc.). The mode of transport could be via airl, @i highway, and would
require qualified emergency personnel, constant ncomication, an
inventory tracking system, accompanying securitymary and alternate
routing, and practiced emergency plans.

» Potential Options

7 Thornburg, Ruth. “PODs, PODs, PODs: Is it the OMflgy?” Online Posting. SNS Stakeholders Conference.
<https://www.orau.gov/snsnet/resources/SNSSummit2086h&sday%20pm/Thornburg%20-
%20Dispensing.ppt>. The presentation defines “pull ind’ ‘grush out” methods.

1481d. Successful simulated “pull in” dispensing has occurrédiami, Florida and Springfield, Illinois.
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o Pull In: A large warehouse would work most effectively liandle the
dispensing of these SNS assets. Unfortunatelyt tooal communities do
not possess this available space. Similar to fleencha faced with the RSS
facilities, the local community would benefit fropmivate partnerships with
the local grocery/retail chains. However, anotbyaion for local dispensing
could be through local pharmacy chains. Similaretail and grocery chains,
pharmacies are located in nearly every community.

0 Push Out (See the section Options for Transport fromR@D to the
Individual on page 26.)

Transport Logistics

Once the state receives the SNS assets, state@dcdbmmunities must jointly disseminate the
materials‘*® Federal assets (VMI and Push Packages) coulishitany as three transfer points:
from the RSS site (arrival point for the Push Pgeljdo a possible intermediate (holding) site to
the POD or individual recipients. As mentionedvwasly, transporting the 12-hour Push
Package requires several tractor trailers. Thesetbe state and local officials must be capable
of a transport infrastructure and logistical supporhandle the arrival of over 94,000 pounds of
federal emergency assets into their communities.

Options for Transport from the RSS facility to Intamediate Sites or PODS

State jurisdiction over the Push Package (or VNMBe#s begins when a designated state official
signs for them at the RSS facility. From this postate and local authorities must cooperate to
secure and distribute these medical assets. Mara) obfficials may not have the resources or
the logistics capabilities to distribute the assletsnselves. Private partnerships would therefore
be needed. At the RSS site, the state emergerfgyialsf divide the Push Package for
dissemination to prioritized PODs within the stat8ince statewide distribution can be rather
extensive, especially in a state with a dispersguljation, state and local officials could benefit
significantly from well-established private distiiion networks within their own states.

Distribution and logistics companies already respbtimthe massive distribution needs of their
customers. During an emergency, the governmeritildeverage their distribution capabilities.
Using their extensive supply networks, proven systeand experienced personnel, they could
effectively fulfill the transport requirements dfet federal assets. The private sector is host to
numerous retail and distribution partnerships. iRstance, FedEx has an enduring partnership
with Amazon due to their effective and efficienstdibution, allowing textbooks purchased on
Amazon to be on the customer’'s doorstep withinyfeight hours™® FedEx’s distribution
success is due to their ability to streamline tlbg komponents of distribution, i.e. effective

149 Centers for Disease Control and Prevention Divisiom®Strategic National Stockpile. Receiving, Distributing,
and Dispensing Strategic National Stockpile Assets: A GioidBreparednessVersion 10.01 — Draft, Chapter 8.
May 2006. <https://www.orau.gov/snsnet/resources/Rasion10/08%20Receiving%20storing%20staging.pdf>.
10T Staff. “10 Best Supply Chains of 2004.” LogistiToday December 2004.
<http://logisticstoday.com/displayStory.asp?S=1&sNO-38L C=GlobalSearch&OASKEY=Currentlssue>.
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supply chain management: the surge capacity fworekquickly to increased demand, strong
information systens® and likewise a strong management cultdfe.

As mentioned above, there are two challenges togusitermediate sites: the tracking of
inventory and the greater number of facilities ardurity required for the extra sites. However,
the “break-bulk” rolé> of supply chain management has one advantageriaircesituations.
This extra “holding” site could reduce the trangption costs for high cost shipments
(refrigeration, precise tracking), if the smallehipgnents (from RSS to POD) could be
transported over a shorter distance. Transpontatmsts will fall by reducing the distance
traveled by high cost, small shipment quantitfés.

Options for Transport from the POD to the Individlia

If the “pull in” method for dispensing medical suigs is used in the local community, local
officials will need to plan for the flow of traffinto and out of the dispensing site, but the
transportation will be minimal (special needs indihals: elderly, health facilities, retirement
homes, mental health facilities, etc.). The “pwsh” method for dispensing of vaccines or
otherwise would require the most logistical consatien and transport infrastructure, and for
many densely populated areas across the natibe sy option.

The federal government is currently working on plam partner local officials with the United
States Postal Service (USPS) to operate in thisHput” capacity® Key reasons for the
partnership are: USPS maintains assets, (suchhades warehouses, leadership and personnel)
in a local community, possess the transportatidrastructure necessary for delivery, employ
postal workers familiar with the local addressewlkich they deliver on a regular basis and most
importantly, capable of delivering medical counteasures quickly. However, the partnership
is occurring at the preliminary strategies throutjie federal Cities Readiness Initiative
implemented in 36 cities across the nation. Tlaa plescribes the health threat in zip cbdfes
essentially focusing countermeasures to geograpgmns where the health threat may be
concentrated.  Unfortunately at this point, theras hbeen no simulation to test the
implementation of this USPS partnership. Plangh partnership are based on individual city

151 Weir, Kerri. Interview with Dr. Scott Webster, ProfessbSupply Chain Management at the Whitman School
of Business, Syracuse University. 29 May 2006. Trackystems utilize by these supply chains include GPS
boxes (attached to rail cars, containers, and trucks), RffiBmerging technology that tracks materials as it passes
through certain points, and bar coding with scanners.

152\Weir, Kerri. Interview with Dr. Scott Webster, ProfessbSupply Chain Management at the Whitman School
of Business, Syracuse University. 29 May 2006. Recometerehding from Dr. Webster for supply chain
management is Sheffi, Yossi. Resilient Supply Chains

153 Break-bulk describes the point in which larger packagelsrakeen down into smaller components for further
distribution.

154 Weir, Kerri. Interview with Dr. Scott Webster, ProfesebSupply Chain Management at the Whitman School
of Business, Syracuse University. 29 May 2006.

1% Memorandum of Agreement Between the Departments of Health emdiServices and Homeland Security
and the United States Postal Service for the Delivery of Aniilsi During a Catastrophic Event. 18 Feb 2004.
<https://www.orau.gov/snsnet/resources/CRI2005/MOA 8021 Signed.pdf.>. The current MOAs with the USPA
specifically addresses the delivery to the households in ggmselilated areas to reduce the confusion and
congestion of massive crowds coming into one area to re¢wivaddical supplies/vaccines AND to the special
needs populations. Thus, this plan is to merely augmerntispensing efforts.

1% MPA Workshop Group. Interview with the United Staesstal Service. 6 June 2006.
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initiative, and consist of an agreement between phsicipating federal agencies, American
Postal Worker's Union, and USPS. The postal wa'kewolvement is completely voluntary,
with security measures met by local law enforcem#nt

Volunteerism: An Essential Component to State anddal Efforts

The Federal government repeatedly acknowledges phgparedness starts with the local
community. Unfortunately, no local emergency isfracture is robust enough to handle a
health crisis and the federal government’s assetfimited. Due to this evident lack of internal

assets during a health crisis, the local officralsst rely upon a communal willingness through
volunteerism to supplement the state and local gemey forces.

Although during an emergency the public will hogfuolunteer, agencies have difficulty
predicting the levels of volunteerism. No one e&ar expect one hundred percent. Indeed, the
lack of specific figures for a volunteer force makglanning for an emergency extremely
difficult, and unfortunately for any health crisiglanning is a necessary component to city
readiness. The volunteer force comprises of twopmments: resident volunteers at the facilities
(RSS sites and PODs) and private business volusitedor distribution of the medical supplies.
Local communities and cities have already startestipg forms on their city websites to seek
out willing volunteers for the deployment of SN&ets into their local communities (refer to
Figure 2 on page 39). Agreements between the Ipestaice and the local community
encourage the American Postal Worker's Union totefoghe volunteerism among postal
employees to support local distribution of the SiSets in the event of a health crisis. While
volunteerism is never definite, the local commusti{and the federal government) hope that
they can rely on a “community mentality” to produeeough manpower to support incoming
SNS assets during a public health incident.

Distribution Security

During a health crisis the potential for panic areinendous chaos exists; people will resort to
whatever measures are necessary for survival. efdrer, while precautions have been made to
classify the specifics of vaccine and medical syptribution, people will likely discover the
methods and carriers for these federal assetspreoautionary reasons, the federal government
has proposed that all emergency planners, espeatdte and local, assure the necessary
security for facilities and transport during thisé¢. This means that state and local communities
must provide security for SNS assets once the &dmvernments signs the assets over to the
state. Most state and local law enforcement atesufficient for this additional need during a
national emergency. In order to solve this dilemstate and local authorities must preempt the
emergency situation with a practiced plan for statd local coordination of law enforcement,
supplemented with the National Guardl. The federal government requires the states torsec

57 MPA Workshop Group. Interview with the United Stafesstal Service. 6 June 2006.

%8 |t may also be risky for the states to rely on the NatiGhalrd to assist greatly during a public health crisis or
terrorism incident of significant scale. Within the stalegtional Guard forces may be hampered by: overseeing
border support deployments; providing additional supfgostrained law enforcement; providing security to
hospitals burdened by individuals seeking treatment; akdess or absences of their own personnel. As multiple
agencies expect the National Guard to support their missidmgdan emergency, it will be unrealistic to task them
with protecting medical assets.
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these important federal assets from contact paimisin-between. (Please see Figure 3 on page
38 for an example of state distribution model).

SCENARIO: TheVirus Spreadsthroughout the United States

Two months have passed since the initial distributof the VMI. The virus is now widespread
throughout the country and states continue to refbiS assets. The federal government strugghds to
new requests as the essential VMI elements ardyndgpleted. The CDC and the VA work together to

acquire VMI replacement supplies. The federal gowent faces several critical decisions and

challenges. First, how best can they deploy thainaining SNS assets? Second, how can they| best
acquire and deliver short-term public health a§setsird, how does the federal government resdiee t
competition between DHS and HHS for leadershiprasgonse to a public health crisis?

Competing Purchasing

During a public health crisis of a national scdbasic medical supplies such as IV drips,
syringes, needles, sodium chloride, may not beiljeadailable because of the lack of supply
and lack of strategic management. Typically, haépido not maintain a large surplus of
supplies, because under routine operation, theyesupply their inventory. Usually, only large
urban hospitals maintain a warehouse, while locabphials do not. Each relies on just-in-time
delivery from suppliers, both national and regiorial medical supplies. But during a national
public health crisis, such as the later stages graid influenza which impairs communities
across the country, a hospital’s medical suppliag neach their limits. At the onset of a public
health crisis, when a virus does not affect thé&r@muntry, hospitals may turn to their regular
suppliers for basic medical supplies to backfillppepare for an increase in patients. Many of
the vendors and distributors will be able to deliM@ecause the pathogen may not affect their
national or regional workforce.

But as a crisis grows to national levels, the puipliay expect a coordinated approach, with
supplies going to communities and hospitals hardiesty a pathogen. Instead, the vendors may
direct supplies to communities and hospitals whiah pay for them, but do not require the
supplies to deal directly with a crisis. Unforttelg, HHS only plans to manage backfilling
supplies until HHS depletes the Vendor Managed ity. HHS will continue purchasing
supplies as manufactures can make them. But, coisnby HHS seem to leave communities
and states on their own in backfilling their supplynstead of a national, strategic effort to
manage a public health problem, such as a natipaablemic influenza crisis, thousands
communities would compete for scarce medical ressur

Politicization of Deployment of the SNS

The decisions on where to send supplies and vaanasy quickly become political, rather than
epidemiological in a widespread crisis. The fhaeittthe CDC does not possess public, statutory
rules may undermine public confidence in the CD@hslity to properly distribute assets.

Moreover, the President may become more involvethéndecision making and leading the
federal response as public health crisis growsonally. The President may have to arbitrate
between HHS and DHS as they compete to lead timomes during a public health crisis.
Unfortunately, as the President becomes more imehle becomes further removed from the
expertise at the CDC and SNS on guiding the epidiegical response. It is unclear if the
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President would be advised by the DHS Chief Medio#icer, the intelligence community
(which monitors the U.S. public for incidents oblagical, nuclear, chemical and radiological
disasters), or the CDC. Instead of developing iamalementing a comprehensive strategy to
counter an infection, the President and federaiaiites may focus on mitigating the discord
between competing federal agencies.

Requesting Additional SNS Assets under Multiple feedl Emergency Regimes

Federal response structures permit states to regsssts from different federal sources. For
example, states approach HHS to obtain public headsets. In a national calamity, other
centers such as DHS may become a source for feagistance. The CDC states:

“If you require additional assets for an approgiagésponse, you can request
further assistance from DSNS. The level of fedezaponse will help determine
the avenues you will use to request additionaltasseor example, if there is a
declared national emergency, the National RespBteae may be executed. DHS
would establish a Joint Operations Center (JOCh wih Emergency Support
Function #8 (ESF #8) section responsible for pub&alth and medical services.
Most likely, a state representative would requsststiance through ESF #8 at the
JOC. The JOC would task HHS to provide the addiicGupport to DSNS. In
contrast, under a public health emergency enactettido HHS Secretary, a state
representative may request additional support tiréom the HHS’s Secretary’s

Operation Center (SOC) or from a deployed HHS respaeam**°

However, multiple regimes for requesting assets muenermine the response further,
compounded by confusion between DHS and HHS on lehds the response to the public
health crisis.

DECISION MAKING ON THE STATE AND LOCAL LEVEL

The Challenges

There are two broad problems at the state leveh wie potential to cause delays in the
deployment of SNS assets: confusion about therdiffees between the various SNS-related
programs, and the lack of interstate planning.

One of the biggest challenges faced by state, apdcally local, officials is that they may not
understand the differences between the various @d§rams. The 12-hour Push Packages,
Vendor Managed Inventory, the CHEMPACK program, @ies Readiness Initiative, and the
smallpox vaccine stockpile each have different pdoces for disseminating SNS assets. The
Push Packages are sent to a single site for nbdittm to the local level. Vendor Managed
Inventory can be sent directly to PODs, for exampieOctober 2001 antibiotics for anthrax

159 Centers for Disease Control and Prevention Divisiom@Strategic National Stockpile. Receiving, Distributing,
and Dispensing Strategic National Stockpile Assets: A GoidBreparednessversion 10.01 — Draft. May 2006.
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were delivered directly to treatment centers inrilln'®® However, in the case of a nationwide
emergency they may be sent only to the RSS'%itélhe Cities Readiness Initiative has plans
that would allow local governments to make arrangeis to use the Postal Service to deliver
prophylaxis directly to homes, with the goal of yichng 100 percent prophylaxis within 48
hours:®* However, this system would not allow for delivéoyPost Office boxes, or businesses
(such as retirement communities or prisons), megthiat alternate arrangements will have to be
made for these communiti€¥. With all these different arrangements, state lacdl officials
may not understand which system is being used given case, especially if more than one
program is activated simultaneously, as may be agden the case of a national health crisis.
The variety of SNS programs means that the roleh®fSNS Program Coordinator and the
TARU teams as liaisons and sources of informatiom key in successfully deploying SNS
assets. States will require their advice, espgcial the case of interstate management of a
crisis.

SCENARIO: Inter state M anagement

Individuals living in Ohio and West Virginia nedret Pennsylvania state border begin seeking treatmen
in Pennsylvania, in some cases overwhelming hdspiaility to treat people. In other areas, PODs

(points of distribution) in Pennsylvania have reeei more SNS assets than they need. Many small
towns in Ohio and West Virginia border regions askrby hospitals in Pennsylvania to send them some
of their excess SNS supplies. While the overdallagion in Pennsylvania appears to be under coatrpl
the moment, Pennsylvania health officials are hesito give away supplies they may need if the
situation worsens.

Also a number of challenges hinder the distribubb®NS assets when multiple jurisdictions are
involved. If SNS assets are deployed to one statd,then a neighboring state requests SNS
assets as well, there does not appear to be a msch#or sharing or transferring assets between
states. Given that there are only 12 Push Packatges may have an incentive to request
assets before they truly need them if they belibet there will not be anything left once other
states request them. In such a situation, theus®I, which constitutes the majority of SNS
assets, would play a central role. It is not cleaw HHS would prioritize which states would
receive Push Packages in such a situation.

Once SNS assets are handed over to the statdsddral government largely surrenders control
of the assets. The state receiving the assets signndemnification of agreement before the
first shipment. This agreement gives the statallegsponsibility for managing and using the
assets. As a result, the federal government caedoect assets to another state. Moreover, the
memorandum indicates the states must return cedssets, including computer equipment,
ventilators, repackaging equipment, refrigeratigstams, as well as unused medications that
remained at the RSS facilit}® As a result, a state cannot simply transfer S8&®ta to another

180 staley, Mike. “The Strategic National Stockpile Program Taldr Online posting. University of North
Carolina Preparedness Center Training Site.
<http://www.sph.unc.edu/nccphp/training/login/index.cém@up=strat_nat_stockp>.
161

Id.
162 Centers for Disease Control and Prevention. Cities Resslinigiative Pilot Cities Year 1 Progress Repdrt
August 2005: 5. <https://www.orau.gov/snsnet/resountes.
163

Id.
164 Centers for Disease Control and Prevention DivisiahefStrategic National Stockpile. Receiving, Distributing,
and Dispensing Strategic National Stockpile Assets: A GoidBreparednessversion 10.01 — Draft. May 2006.
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state as they must first be returned to the SNiSanlemergency, this can result in considerable
delays when time is of the essence.

The state SNS plans focus primarily on problemsiwitheir own borders. However, many
metropolitan areas span multiple jurisdictions.r Falividuals living near state borders it may
make more sense to go to a city or a POD in a beighg state than the nearest city or POD
within their statd® These considerations should be included in tlgest SNS plans.
However, states lack the time, staff and moft&ySome states have made informal agreements
for sharing resources or distributing SNS assetesacstate borders. In addition, the Cities
Readiness Initiative appears to be helping statd@oal officials plan for these challenges. This
program initially provided $27 million in funding 21 cities for six months. An additional $3
million is being provided to expand the CRI to udé 15 more cities, but future funding is not
assured®” Some have even conducted joint exerct&&sHowever, this remains the exception
rather than the rule, and more attention needs {gald to interstate coordination.

SCENARIO: The Situation in Ohio and West Virginia Deterior ates

The problem in Ohio and West Virginia continuesl&teriorate, and their governors begin making more
strident public calls for Pennsylvania’s SNS asselhie conflict between these states receives wide
coverage in the media, further exacerbating tessionPennsylvania recognizes the Emergency
Management Assistance Compact (EMAC) and has pdasedlallowing for the sharing of resources

with other states, as well as good Samaritan lamiting the liability of out-of-state volunteet&
However, there is still confusion over who will tegally responsible for SNS equipment after it is
transferred to another state. Pennsylvania isiathat the indemnification agreement it signethilie
CDC upon receiving the Push Package will hold Pgmagia liable for any SNS assets it transfers to
Ohio and West Virginia. As a result, Pennsylvaitsarefusing to transfer its SNS assets withput
clarification over who will be legally responsildler SNS equipment and supplies.

Interstate Legal Concerns

There are also several legal issues that need taltheessed in a multi-state incident including
the federal decision making process for SNS allonathe interstate sharing of personnel, and
the liability for the asset transfer across bordéts

Allocation among States

The federal decision making process for alloca8N§$ assets is not clear. No stated mechanism
exists for determining which states receive SNetas# there are competing requests. Instead,

185 Association of State and Territorial Health Officials. Istate Planning for the Strategic National Stockpile:
Eéperiences in Five Region2005. <http://www.astho.org/pubs/SNSfinalrepofftpd

Id.
167 Centers for Disease Control and Prevention. Cities Ressliniiative Pilot Cities Year 1 Progress Repdt
August 2005: 5. <https://www.orau.gov/snsnet/resountes.
188 Association of State and Territorial Health Officials. Istate Planning for the Strategic National Stockpile:
Experiences in Five Region2005. <http://www.astho.org/pubs/SNSfinalrepoftpd
189 State of Pennsylvania Department of Health. PA’s InfladPandemic Response Plan: Attachment B — Statutory
Authority. <http://www.dsf.health.state.pa.us/health/lib/healtfPiundemicFlulnfo2005.pdf>.
170 association of State and Territorial Health Officials. Istate Planning for the Strategic National Stockpile:
Supplement on Legal Issue2005. < http://www.astho.org/pubs/SNS_supplemdfi.p
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states may find themselves competing for suppliesSuch a situation would likely hinder
interstate coordination and assistance. Any ocsfiwould likely be highlighted in the media
and could undermine the faith in the country’s egeacy management effort&.

Personnel

Sharing personnel across state borders createe #sats of challenges. First, professional
licenses may not be recognized in other statesorfse if a volunteer is injured, compensation
laws may be different between the two states. diolunteer medical workers may be subject
to medical malpractice lawsuits outside of theimieostaté/®> The Emergency Management
Assistance Compacts (see below) generally addnese tissues, but states must be proactive in
ensuring that their legislation addresses theseeros.

Asset Transfers

Finally, transferring SNS assets across state bodeates a variety of challenges. When a state
receives SNS assets the indemnification agreerhsigins with the CDC, holding the state liable
for any claims related to the assets. Both statag be held liable if the materiel were to be
transferred to another state, meaning that thanadigtate could face lawsuits for actions that
occur when the materiel is no longer under its @nt* In addition, the agreement requires that
states return equipment and unused supplies.sé¢tmsvere to be transferred to another state, the
first state may still have responsibility for erisgrthat these assets are returned to the ‘SNS.

States can take steps to mitigate these interstalenges. The Emergency Management
Assistance Compact (EMAC) is one resource for imimg cooperative efforts. The EMAC is
an organization that was set up by Congress in 1@38ovide form and structure to interstate
aid. The EMAC can help states adopt standardiaed bnd procedures for mutual aid, making
it easier to share resources quickly in an emesgehtowever, it remains up to individual states
to take the initiative to join the EMAC and adopituel aid legislatiort’®

SCENARIO: Distribution to the States Grows Difficult

As the disease continues to claim victims, privsgetor drivers, logisticians, and packagers inangis
fall ill. The distribution of SNS assets at botte tfederal and state levels decreases severelyiseeca
private contractors are too sick or too afraid @aatmue delivery. Citizen frustration and panigines to
reach critical mass as the scarcity of medical rra$emounts. Government officials realize thailzn
response systems are failing, leaving only oneoapti the military. Governors order their National
Guard units (already activated to provide secuidtyinternal state distribution) to augment andisiss
civilian response. These units immediately takerawe distribution and delivery of SNS and VMI
materials from the overwhelmed commercial carrié8eme states even use their National Guard umits t

"1 Association of State and Territorial Health Officials. Istate Planning for the Strategic National Stockpile:
Supplement on Legal Issuef005. < http://www.astho.org/pubs/SNS_supplemdfi.p
172
Id.
173 |d
174 |d
175 |d
176 Emergency Management Assistance Compact (EMAC) Sitgional Emergency Management Association
(NEMA). 2005. <http://www.emacweb.org>.
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conduct primary law enforcement, as civilian lawioecement capacity is degraded due to illness |and
resource scarcity.

Officials from HHS and DHS request federal militaagsistance. These federal requests are serng o th
Secretary of Defense for rapid review and approhce authorized, domestically based active mjlita
units begin deploying around the nation to asdesiesand local governments in emergency respgnse.
Active duty units take over the distribution of themaining SNS and VMI assets to state RSS sites.
When needed, both the National Guard and the adtitse forces requisition materials and transpastati
assets (i.e. trucks and aircraft) from private secompanies!’ Finally, military medical personne
either deploy to civilian hospitals or set up thewn clinics to provide medical care to the general
population.

DEPARTMENT OF DEFENSE RESPONSE PLANS

The Department of Defense possesses plans tonéttry personnel during a public health
crisis.  To accommodate military treatments, DODlizats the Defense Supply Center
Philadelphia (DSCP). A subsidiary of the Defensmgiktics Agency (DLA) and thus the
Department of Defense, the DSCP is charged wittkpibng medical equipment and medicines,
in addition to the food, clothing, and other gehex@pplies already stockpiled for American
military and civilian customers. As one of thegest activities of the DLA, the DSCP “supplies
and manages over $12.7 billion” in supplies eadr.yé\ readiness tool, the DSCP’s mission is
to stockpile and hold inventories of relevant matsy including vaccines, to insure continuity of
the military in the event of an emergency or sumblgrtage’®

The Center’s Directorate of Medical Material, thebset that directly handles the vaccines
sector, is responsible to federal agencies and @ibal organizations receiving federal funds for
vaccine supplies, and includes programs in readir@sacted to handle worldwide surge
capacities”® In response to the recent surge of stories raggamlandemic flu, the DSCP
boasted its readiness in ensuring continuity inntléary through vaccines in an article entitled,
Medical Supply Chain Ahead of Possible Avian FlundRamic In the article, various members
of the medical supply chain team detail how theyehaorked closely with the Office of the
Assistant Secretary of Defense for Health Affaoscoordinate the stockpiling of Tamiflu and
other treatments to “insure that troops have theessary supplies available to minimize the
effect of the potential pandemic in a timely manseithat their missions are not compromised,”
as Commander Kim Lefebvre, Chief of the Depot/DVitafnaceuticals Branch cité¥f. Thus,
DOD is fully prepared to manage and respond tondezls of its own personnel.

DOD Civil Support During National Emer gencies
In addition to its own internal responsibilitiesOD will assist in emergency response at all

levels of governmentWhen a federal agency such as DHS or HHS requiestsoan DOD, the
Secretary of Defense (SecDef) can authorize assistaria Military Assistance to Civil

Y7 Requisition powers are granted under the Stafford Act.

178 About Defense Supply Center Philadelphia.SBepartment of Defense: Defense Logistics Agency.
<http://www.dscp.dla.mil/aboutdscp/>.

179 Defense Supply Center Philadelphia SiBrectorate of Medical Material. <https://dmmonline.dskgprdil/>.

180 “Medical Supply Chain Ahead of Possible Avian Flu Pandérfimvider. A news publication about the Defense
Supply Center Philadelphia.” Spring 2006. <http://wdsep.dla.mil/corpcomm/current/story16.htm>.
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Authorities (MACA) or Civil Support (CS) mission&" “Except in cases of immediate response,
DOD cannot provide MACA [or CS] without an officieéquest from another federal agency or
direction from the President® During these missiondDOD may help restore essential

government services, protect public health andtgafand provide emergency relief to those in
need'®® Regardless of the emergency, DOD is a vital carepbof emergency response due to
the amount of personnel, transportation, logisacgl materials it can provide.

State and local governments can also request DQBtasce directly. “DOD resources are
provided only when response or recovery requiresare beyond the capabilities of local, state,
and federal civil authorities, and when they aguested by an LFA (Lead Federal Agency) and
approved by [the Secretary of Defens€f.” For most states and localities, the National Guar
(NG) will constitute DOD support. Generally, goners employ their National Gaurd units

under state active duty or Title 32 staiths. State active duty and Title 32 utilization is

advantageous because they do not produce any Bossiatus® constraints and units remain

under state control — allowing for states to tald@®D asset response and utilization.

Active duty (i.e. Title 10’ forces and DOD civilian personnel may also be tisedomestic
emergency situations. For example, when requedd€l) can employ the Chemical and
Biological Incident Response Force (CBIRF). TheRBmission is to “forward-deploy and /or
respond to a credible threat of a Chemical, BiaahiRadiological, Nuclear, or High Yield
explosive (CBRNE) incident in order to assist locstiate, or federal agencies and Unified
Combat Commanders in the conduct of consequencegearent operations® CBIRF can
significantly assist in the following: “agent detien and identification; casualty search, rescue,
and personnel decontamination; and emergency mexhoa and stabilization of contaminated
personnel®® Finally, under the Immediate Response Authoriiyndstic federal commanders,
such as a local base commander, can respond (oittestically based active duty forces and
assets) without the authorization of the Secretdripefense in order to “save lives, prevent
human suffering, or mitigate great property damidd®. Commanders acting under the

181 “Medical Supply Chain Ahead of Possible Avian Flu PandérRimvider. A news publication about the Defense
Supply Center Philadelphia.” Spring 2006. <http://wdsep.dla.mil/corpcomm/current/story16.htm>.
182«Medical Supply Chain Ahead of Possible Avian Flu PandérRimvider. A news publication about the Defense
Supply Center Philadelphia.” Spring 2006. <http://wdsep.dla.mil/corpcomm/current/story16.htm>.
183 Walker, David M. “Enclosure |: Statement by Comptroll@n@ral David M. Walker on GAO’s Preliminary
Observations Regarding Preparedness and Response ttaHesrKatrina and Rita.” 1 February 2006.
<http://www.gao.gov/new.items/d06365r.pdf>. The ajeminvolved are the Department of Defense, Department
of Energy, Department of Health and Human Services, Envieatal Protection Agency, Federal Emergency
Management Agency, Federal Bureau of Investigation, andeparBnent of Justice.
184 United States Department of Defense, Joint Chiefs of.Slafht Publication 6-23: Homeland Secur?yAugust
2005: 1V-12. <http://www.dtic.mil/doctrine/jel/new_pufs3_26.pdf>.
18 |d. During state active duty missions, National Guard ugitgive their orders and funding from their state.
During Title 32 missions, National Guard units receivartbrders from their state and their funding from the
federal government.
18 1d. Posse Comitatus Act prevents federal military forcas fiesisting or conducting civilian law enforcement.
871d. During Title 10 missions, National Guard units recéhesr orders and funding from the federal government.
188 Chemical Biological Incident Response Force: Mission Sitrited States Marine Corps. 22 May 2006.
l<8r91ttp://WWW.cbirf.usmc.mil/mission.htm>.

Id.
190 United States Department of Defense, Joint Chiefs of Slaffit Publication 6-23: Homeland Securi2yAugust
2005: 1V-12. <http://www.dtic.mil/doctrine/jel/new_pufs3_26.pdf>.
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Immediate Response Authority are required to notifg Secretary of Defense as soon as
possible of their actions and to return emergersponse over to civilian authority and assets as
soon as practicabfé!

191 United States Department of Defense. Military Suppo@ivi Authorities (MSCA) 15 January 1993: 8.
<http://www.dtic.mil/whs/directives/corres/pdf/d30251_893/d30251p.pdf>.
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L ESSONSL EARNED?

The federal government intends to use the SNSpplsment the state and local response when
they have exhausted their supplies. While thersddpvernment has deployed the SNS in three
different emergencies, the SNS process was onllighulbeviewed in one case, the response to
Hurricane Katrina. The House Committee on Homel&adurity reportA Failure of Initiative,
brought to light gaps in the deployment and breakeoin the SNS proces¥ Moreover, this
report exposed the inability of state and local egaments to manage these essential federal
assets during an emergency.

The first deployment of the SNS arose after theotest attacks on September 11, 2001. The
CDC dispatched a Push Package to New York City,i¢wiarrived within seven hours of the
HHS Secretary’s order to deplo}?® The second deployment occurred on October 8, 2001
response to the anthrax attacks in the State oid@lo The CDC utilized the VMI to send 100
cases of anti-infectives by plane to Florida’s PBleach County Health Departmét.

The third deployment of SNS assets transpired podiurricane Katrina making landfall. The
CDC, under the authorization of HHS Secretary Mathaavitt, shipped twenty-seven pallets of
requested medical supplies to Louisiana along aittSNS Technical Advisory Response Unit
(TARU) Team. *“The pallets included basic first aimhterial, blankets and patient clothing,
suture Kkits, sterile gloves, stethoscopes, bloabgure measuring kits, and portable oxygen
tanks.”®” The pallets and TARU Teams were in place prichelandfall of Katrina. However,
Mississippi's requested Push Package arrived faysafter Katrina hit the region®®

Unfortunately, the Push Packages were originallsigieed to respond to a bioterrorist attack
rather than a general health emergency. Thus, swntke Push Package materials sent to
Mississippi were not useful—a fact eventually retagd by officials at all levels of
government. In response, the CDC informed statiel@sal officials they could request specific
supplies without requesting an entire Push Package.

A Failure of Initiativealso concluded that there was a lapse in manageimetitiS, with the
result that some SNS assets were never rec&iVeMoreover, the report highlilghted the fact

192 Select Bipartisan Committee to Investigation the Preparfiicand Response to Hurricane Katrina. A Failure
of Initiative. 15 February 2006. <http://katrina.house.gov/katrina_report.htm>.

193 prior, Stephen. Report Commissioned by the Nationfgri3e University Center for Technology and National
Security Policy._Who You Gonna Call?: Responding to aibéédmergency with the Strategic National Stockpile
June 2004.

194 |d

197 United States Department of Health and Human Services. “Higfofs Medical Response to Hurricane
Katrina.” News Release?9 August 2005. < http://www.hhs.gov/news/pred3%bres/20050829a.html>.

198 Select Bipartisan Committee to Investigation the Preparfiioand Response to Hurricane Katrina. A Failure
of Initiative. 15 February 2006. <http://katrina.house.gov/katrina_report.htm>.

199 Select Bipartisan Committee to Investigation the Preparfiicend Response to Hurricane Katrina. A Failure
of Initiative. 15 February 2006. <http://katrina.house.gov/katrina_report.htm>.
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that some of the assets received by the states wgetess. Indeed, Hurricane Katrina showed
that state and local level officials were insuffigily informed about SNS programs and the
federal government was ill-prepared to manage ttisesc

State and local communities are slowly launchingjrtbown emergency preparedness plans to
respond to large-scale public health crises angufmport federal assets deployed through the
SNS. While some of these state plans have beerarsdd, most plans are untested and exist
only on paper. Furthermore, the emergency sinaratthat test these plans may not portray the
chaos of a real event. The federal governmentigesvimited assistance to help state and local
government develop their plans. For example, #werfal government, through the CDC
Division of the Strategic National Stockpile, prdes resources for state and local emergency
officials to assist with planning and implementatio Additionally, the federal government
attempts to share any lessons lear1ed.

In 2004 Health and Human Services launched a jpfogram called the Cities Readiness

Initiative (CRI) in 21 metro areas to help themrewse their capacity to deliver medicines and
medical supplies (mostly from the SN). The following year, the program expanded to 15
additional metro areas. The CRI not only provittesnecessary funding to increase the capacity
of these mechanisms for a major public health eerarg but also helps communities share best
practices developed during this nation-wide program

Although the federal government is taking positateps towards improving state and local
capacity and distribution, criticism remains. led@mber 2005, The Trust for America’s Health
(TFAH), a non-profit, non-partisan organizationlessed its third annual report evaluating the
preparedness of public health emergency responsabitiies. They found most state plans
lacking. TFAH scored each state based on ten Rdicators developed with input from an
advisory committeé®? States received one point for achieving an irtdicar zero points if they
did not achieve the indicator. Zero was the lowssdsible overall score and 10 the highest.
Nearly 60 percent of states received a score of less of 10 possible indicators. Nearly 85
percent of states received a score of 6 or lebgy fave the CRI a grade of €2.

While the federal government has a system for gepémt, the capacity to effectively handle
and manage nation-wide health crises does not. eRidtlitionally, the states are unprepared to
receive these federal assets. State plans latkvdtting and many state capacities remain
unknown. Even the best prepared localities notekwesses and gaps in both their infrastructure
capacity and transportation logistics. Thus sigaiit problems still exist at all levels of
government.

200 Homeland Security Information Network Siteessons Learned Information Sharing. <www.llis.gbe>.

201 CRI Fact Sheet SiteCenters for Disease Control and Prevention. June 2004
<http://www.bt.cdc.gov/cri/pdf/facts.pdf>.

22 Tryst for America’s Health. Ready or Not?: ProtectirggRiblic’s Health from Diseases, Disasters, and
Bioterrorism Dec 2005: 2. <http://healthyamericans.org/reports/bmt@s/bioterrorO5Report.pdf>.

2031d. However, unlike the DSNS progress report, which caitteinternal expertise, their access to the specifics
of the program was limited, and their sample size, a mere ninetperts.
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Figure 1. Requesting SNS Assets
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Source: Centers for Disease Control and Prevention Diviefothe Strategic National Stockpile. Receiving,
Distributing, and Dispensing Strategic National Stoekpitsets: A Guide for Preparednes&ersion 10.01 — Draft.
May 2006: 3-3.
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Figure 2: State Volunteer Form

”rm‘“”-iﬁ -877-PA-HEALTH (1-877-724-3258)

Health Professional & Provider

You & Your Family's Health About Your Health Department

Calvin B. Johnson, MLD, M.RH, SECRETARY

Strategic National Stockpile - Yolunteer Application

“ou are on page 1 of 1. There are 22 questions to ananer on this page.

Before submi your volunteer application, please read over the
informati g the S ic National Stockpile, as well as the Duti
and Resy iated with each vol ic 1, on our

website.

First Name

Last Name

Street Address 1

Street Address 2

[
City
|

State” (i.e. PA)

Zip Code* (i.e. 17000)

County

Daytime Phone Number* (i.e. 7175551212

Email Address

Do you possess a medical license (Dr., RN, EMT, Flrst Responder, etc.)?
Type

Professional License #

Would you like us to contact you to ebtain the license number for
verification?

Would you like us to contact you to obtain the license number for
verification?

€ Yes o

Duties and Responsibilites Position(s) you ar
(check all that apply)

erested in volunteering for?

Public Information Officer
Security Staff
Data Entry Clerk

[T Dispensing Site Supenvisor ]

[T Security Section Chief ]

[T Administration Section Chief [m]

[T Luogistics Section Chief T Communications Unit Leader
[T Communications Staff ' Pharmacy Unit Leader

[ Pharmacy Technician ™ Lagistics Staff
[T Operations Section Chief m}
[ Medical Screener [m]
[T Mental Health Specialist ]

[T Planning Section Chief

GreeterTriage
Dispensing Staff

Interpreter/Translator

Source; National Strategic Stockpile Volunteer Form. S&tate of Pennsylvania Department of Health.
<https://www.dsf.health.state.pa.us/health/webfésmsey.asp?s=C7CBCD83CECAC7&d=C6CBCE83CECAC7>
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Figure 3: (Potential) State/L ocal Distribution Model
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Source: lllustration by Kerri Weir.
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